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tions, and procedures as prescribed by the Secretary of Labor.
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!;-Introduction

In the 22 months since Guidelines was first

issued, Regional Medical Programs have made sub-
stantial progress. Fifty-four Regional Medical Pro
grams now encompass the Nation. Fifty-three of
these have received planning grants, 13 have re-

ceived operational grants and many more proposals
for operating funds are in various stages of devel-

opment. Recognizing that momentum of Regional
Programs has now shifted toward development of

these operational proposals, this edition of Guide-
lines has be& thoroughly revised to meet the ques-
tions, issues, and problems which can be expected

to emerge at this stage of program development.
The revised Guidelines is organized into three

sections . . . .

● Chapters I and II provide an overview of
the Programs. The chapter on History and Pur-
poses traces the major elements leading to passage

of the legMation authorizing establishment of
Regional Medical Programs. This is followed by
a statement of the Nature and Potential of the

Program, including a broad description of the
process of regionalization, which is based upon the

cumulative and collective experience of the 54

R~”onaI Programs.
● Chapter 111 and IV comprise the grants

manual, detailing Grmt Policies and the Prepara-
tion and Review of Applications for planning and

operational proposals.

● Chapter V is a glossary compiled to define
as precisdy as possible those words and terms corn.

mostly used in connection with Regional Medical
Programs.

The provisions of Guidelines are intended to

carry out the purposes and objectives of the

authorizing legislation, consistent with overall pol-
icies of the Department of Health, Education,

and Welfare and sound fiscal procedures. The&

provisions must be interpreted in light of the basic
objectives of the program, and the clear intent of

the Congress to stimulate initiative and innovation
at the regional level in planning and implementing

Regional Programs that are fitted to the needs ‘and

resources of the region.
If the applicant believes there is a conflict be-

tween the provisions of Guidelines and the effec-
tive implementation of the proposed program in

his region, he is encouraged to consult with the
staff of the Division of Regional Medical Pro-

grams. This is a new program in an exploratory
phase. It is expected that policies and procedures

wilI evolve with time as both the applicbnt and the
Division learn from actual planning and opera-
tional experience. As with all statements of policy

and procedure, Guidelines attempts to strike a bal-

ance among desirable and necessary procedures.
The Division encourages diversity and innovation
in the development of the Regional Metlical Pro-

gram. But this flexibility of approach must take
place within the boundaries of the legislative

authority, applicable general policies, and the nec-

essary accountability for public funds.
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Chapter I

HISTORY AND PURPOSES OF
REGIONAL MEDICAL PROGRAMS

On October 6, 1965, the President signed Public

Law 89-239. It authorizes the establishment and

maintenance of Regional Medical Programs to

assist the Nation’s health resources in making avail-
able the best possible patient care for heart dis-

ease, cancer, stroke and related diseases. This Legis-
lation, which will be referred to in these Guide-

lines as The Act, was shaped by the interaction of

four antecedents: the historical thrust toward re-
.gionalization of health resources; the development

of a national biomedical research community of
unprecedented size and productivity; the changing

needs of society; and finally, the particular legis-
lative process Ieading to The Act itself.

The concept of regionalization as a means to
meet health needs effectively and economically is
not new. During the 1930’s, Assistant Surgeon Gen-

eraI Joseph W. Mountin was one of the earliest
pioneers urging this approach for the delivery of
health services. The national Committee on the

Costs of Medical Care also focused attention in
1932 on the potential benefits of regionalization.
in that same year, the Bingham Associates Fund

initiated the first comprehensive regional effort to
improve patient care in the United States. This

program linked the hospitaIs and programs for
continuing education of physicjms in the State

of Maine with the university centers of Boston.
Advocates of regionaIization next gained national
attention more than a decade later in the report
of the Commission on HospitaI Care and in the
f-fospital Survey and Construction (Hill-Burton)

Act of 1946. Other proposals and attempts to
introduce regionalization of health resources can
be chronicled, but a strong national movement
toward regionalization had to await the conver-

gence of other factors which occurred in 1964 and
1965.

One of these factors was the creation of a

national biomedical research effort unprecedented

in history and unequaled anywhere else in the

world. The effect of this activity is intensified by

the swiftness of its creation: at the beginning of

World War 11 the national expenditure for medi-

cal research totaled $45 million; by 1947 it was $87

million; and in 1967 the total was $2.257 billion—a

5,000 percent increase in 27 years. The most sig-

nificant characteristic of this research effort is the

tremendous rate it is producing new knowledge

in the medical sciences, an outpouring which only
recently began and which shows no signs of de-

cline. As a result, changes in health c:we have been

dramatic. Today, there are cures where none ex-
isted before, a number of diseases have all but

disappeared with the application of new vaccines,

and patient care generally is far more effective

than even a decade ago. It has become apparent
in the last few years, however, (despite substantial

achievements), that new and better means must

also be found to convey the ever-increasing volume
of research results to the practicing physician and
to meet growing complexities in medical and hos-

pital care, including specialization, increasingly

intricate and expensive types of d[agnosis and
treatment, and the distribution of scarce manp-

ower, facilities, and other resources. The degree

of urgency attached to the neeci to cope with
these issues is heightened by an increasing public

demand that the latest and best health care be
made available to everyone. This pubIic demand,
in turn, is largely an expression of expectations
aroused by awareness of the results and promise
of biomedical research.

In a sense, tile national commitment to bio-

medical investigation is one manifestation of the
third factor which contributed to the creation of
Regional Medical Programs: the changing needs

of society—in this case, health needs. The deci-

sions by various private and public institutions to
support biomedical research were responses to this

societal need perceived

institutions. in addition

and interpreted by these

to the support of research,

1



the same interpretive process led the Federal Gov-

ernment co tieveIop a broad range of other prm

grams to improve the quality and availability

of health care in the Nation. The HiIi-Burton
Program which began with the passage of the

previously-mentioned Hospital Survey and Con-

struction Act of 1946, together with the NationaI

Mental Health Act of 1946, was the first in a series
of post-World War 11 Iegisla tive actions baking’

major impact on health affairs. When the 89Lh

Congress adjourned in 1966, 25 health-related bills
had been enacted into law. Among thest were
Medicare and Medicaid to pay for hospital and

physician services for the Nation’s aged and poor;

the Comprehensive Health Planning Act to pre
vide funds to each state for non-categorical health

planning and to support services rendered through

state and other health activities; and PubIic Law
89-239 authorizing Regional Medical Programs.

The report of the President’s Commission on
Heart Disease, Cancer, md Stroke, issued in Decem.
bsr- 1964, focusecl attention on societal needs and

led directly to introduction of the legislation

au tliorizing Regional ~Met!ical Programs. Many of
the Commission’s, recommendations were signifi-
cantly altered by the Con,gress in the legislative”

process, but The Act was clearly passed to meet
needs and problems identified and given national
recognition in the Commission’s report and in the

(congressional hearings preceding passage of The

Act. Some of these needs and proldems were ex-
pressed as follows:

● A program is neecled to focus the Nation’s
heaIth resources for research, teaching and patient

care on heart disease, cancer, stroke and related
diseases, because together they cause 70 percent

of the deaths in the United States.

● A significant number of Americans with
these diseases die or are disabled because the bene-
fits of present knowledge in the medical sciences

are not uniformly available throughout the coun-
try.

● There is not enough trained manpower to

meet the health needs of the American people

within the present system for the delivery of

health semices.

s Pressures threatening the h’ation’s health

resources are building because demands for health

services are rapidly increasing at a time when in-

creasing costs are posing obstzcles for many who

require these preventive, diagnostic, therapeutic

and rehabilitative semices.

● A creative” partnership “”must be ‘[~~ed
among the Nation’s medicaI scientists, practicing

physicians, and all of the Nation’s other ilealth

resources so that new knowledge can be transl-
ated more rapidly into better patient care. This
partnership should make it possible for every com-

munity’s practicing physicians to share in the diag-

nostic, therapeutic and consultative resources of
major medical institutions. They should similarly
be provided the opportunity to participate in the
academic environment of research, teaching and

patient care which stimulates and supports medical

practice of the highest quality,

● Institutions with high quaIity research pre
grams in heart disease, cancer, stroke, and related

diseases are too few, given the ma~itude of the
problems and are not uniformly distributed

throughout the country.

. There’ is a need to educate the public re-
garding health affairs. Education in many cases will
permit peopIe to extend their own lives by chang-

ing personaI habits to prevent heart disease, cancer,
stroke and related diseases. Such education will

enable individuals to recognize the need for diag.

nostic, therapeutic or rehabilitative services, and
to know where to find these services, and it will

motivate them to seek such services when needed.
During the Congressional hearings on this bill,

representatives of major, groups and institutions

with an interest in the American health system

were heard, particular] y spokesmen for practicing

physicians and community hospitals of the h’ation.

The Act which emerged turned away from the

idea of a detailed Federal blueprint for action’.

Specifically, the network of “regional centers” rec-

ommended earlier by the President’s Commission

was replaced by a concept of “regional cooperative

arrangements” among existing health resources.

The Act establishes a system of grants to enable

representatives of health resources to exercise ini- .

tiative to identify and meet Iocai needs within the

area of the categorical diseases through a broadIy

defined process. Recognition of geographical and
societal diversities within the United States was

the main reason for this approach, and spokesmen

for the Nation’s health resources who testified dur-

ing the hearings strengthened the case for local

initiative. Thus the degree to which the various

Regional Medical Programs meet the objectives of

the Act will provide a measure of how well local

health resources can take dle initiative and work

2



together to improve patient care for heart disease,
cancer, stroke and related diseases at the local level.

The Act is intended to provide the means for

conveying to the medical institutions and profes-
sions of the Nation the latest aclvances in medical
science for diagnosis, treatment, gncl rehabilitation
of patients afflicted with heart disease, cancer,

stroke, or related diseases-and to prevent dlese
diseases. The grants authorized by The Act are to
encourage and assist in the establishernent of re-
gional cooperative arrangements among meclical

schools, research institutions, hospitals, and other
medical institutions and agencies to achieve these
ends by research, education, and demonstrations

of patient care. Through these means, the pro-

grams authorized by The Act are also intended to
improve generally the health manpower and facil-

ities of the Nation.

In the two years since the President signed The

Act, broadly representative groups have organized

themselves to conduct Regional Medical Programs..
in more than 50 Regions which they themselves
have defined. These Regions encompass the Na-

tion’s population. They have been formed by the
organizing groups using functional as we}l as
geographic criteria. These Regions include com-
binations of entire states (e.g. the lVashington-
Alaska Region) , portions of several states (e.g. the
Intermountain Region includes Utah and sections

of CoIor:Ido, Idaho, Montana, Nevada and ~VyO
ming) , single states (e.g. Georgia) , and- portions

of states around a metropolitan center (e.g. the
Rochester Region which includes the city and 11

surrounding counties) . IVithin these Regional Prm
grams, a wide variety of organization structures
have been developed, including executive and

plmning committees, categorical disease task
forces, and community ancl other types of sub-

regional advisory committees.

Regions first may receive planning grants from
the Division of Regional Medical Programs, and
then may be awardecl operational grants to fund

actit’ities planned with initial ancl subsequent plan-

ning grants. These operational programs are the

direct means for Regional Medical Programs to
accomplish their objectives. Planning moves a Re-
gion toward operational activity ancl is a con-

tinuing means for assuring the relevancy and

appropriateness of operational activity. It is the

effects of the operational activities, however, which
will produce results by which Regional hleclical

Programs will be judged.

On November 9, 1967, the President sent the

Congress the Report on Regional Alcdiccll Pro-
grams prepared by the Surgeon General of the

Public HeaIth Service, and submitted to d~e Pres-

ident through the Secretary of Health, Educfition,

and lVelfare, in compliance with the Act. The
Report details the progress of Regional Meciical
Programs and recommends continuation of the

Programs beyond the June 30, 1968, limit set forth
in The Act. The President’s letter transmitting the
Reporf to the Congress was at once encouraging

and exhortati~e when it said, in part: “Because the
law and the idea behind it me new, and the prob-

lem is so vast, the program is just emerging from
dle planning state. But this report gi~es encourag-

ing evidence of progress-and it promises great
advances in speeding research know[edge to the
patient’s bedside.” Thus in the final se~ren worck

of the President’s message, the objkcti~e of Re-
gional Medical Programs is clearly emphasized.



Chapter II

THE NATURE

OF REGIONAL

AND POTENTIAL

MEDICAL PROGRAMS

Goal–I=mproved Patient Care

Cllitpter 1 places the Gal of Regional Medical gional Medical Program. It is facilitateci by volun-

Pt-ogmms in its historical context and gives a fuller tat-y agreements to sen’e, systematically, the needs

perspective to Section 900 of the .%ct (see Appen- of the public as regards the categorical cliseases

dix I), which defines the Coal in detaiI. in abbt-e- on a regiona I m ther than some more narrow basis.

viatetf form, the Goal is described in the Surgeon Regio]lali~ation, or a regions] cooperative ar-

Ceneral’s Report as “. . . cIear and unequivocal. rangement, within the context of Regional Medi-

The focus is on the patient. The object is to in- caI Pro:rams has sevetnl other important Facets:

Iluence d~e present a;-rangemencs for health sen’- - ● It is botb functional and geographic in
ices in a nmnner that \rill permit the best in

modern medical care for heart disease, cancer,

stroke, xncl related diseases to be avai]able to all.”

}lean~—Th~ process of Regiona]ization

h’ote: Regionalization can connote more than a

re,qiona] cooperative arrzngernent, b~lt for the

purpose of Gr(idc/i//cs, d]e two terms will be

used illterrlla;lge:il)ly. Tile .lct uses “regionnl

cooperative arrangement,”’ but ‘“re,qionaliza-

tion” has become ii more convenient synonym.

A regional cooperative at-rangernent among the

full array of avail:tble hea Ith ‘resources is a neces-

s:lry $tep in IJringin,g llle benefits of scientific ntf-

sances in medicine to people wherever they live in

ii Region they themselves !litve defined. It enables

pntients to benefit from the inevitable specialim-

tion and diyision of labor which accompany the

expansion of medical knowledge because it pro-

Tit[es a srstem of working relationships amon,g

IIe:tltb personnel and the institutions and organiza-

tions in which they ~t.ork. Tl~is reqllires a comnlit-

ment of individual and institutional spirit and

resot[rccs uhich must be worked out by each Re-

character. Functionfil]y, regions 1iza tion is the

mecIlanism for linking patient care with health

research ancl education within the entire region to

provicle a mutu:i]ly beneficial intetxction. This in-

teraction should occur within the operational nativ-

ities as u.c II as in the total program. The geo-

graphic boundaries of a region serve to define the

population for whicl~ each regional program will

be concerneci ancl responsible. This concern and

responsibility sl]ol]ld be matched by responsiveness,

Irllich is effected by pro~iding the I}opulation ~~”itll

a significant \ oice in the region:il program’s deci-

sion-making process.

● It pro~ides a means for s[laring limited “

health manpo~f.er and facilities to maximize the

quality and quanlity of cnre ancl service a~ailable

[0 tl]e region’s population, and to do this as eco-

nomimlly as I)ossib Ie. In some instances, this ma)’

reql]ire in ter-regiollal cooperation between t~t”o or

amen: seteral regional programs.

● Finally, it also constitutes a mechanism for
coorclin:t t ing its categorical proslanl wiLh other

healt]l programs in the region so tll~t their com-

bined effect In;i y l)e increased and so that they cOll-

tribute Lo t[le crc:ltion and maintenance of a sp-



[em of comprehensive health care within the entree

region.’

BCCOZISClhe advance of knowledge changes the

,Iatllre O! medicai care, rcgionalization can best be
~,ic~ued as a continz(otts @OCL>SS rather thnn a plan

~uhich it totally deueloped and then implemented.
T]li~ pt_oceSS Of regiOna]izatiOn, or Cooperative

amangemefits, consists of at least the following ele-

ments: in;~ol~rement, identification of needs and

opportunities, assessment of resources, definition

of objectives, setting of priorities, implementa-

tion, and evaluation. While these seven elements

in the process will be described and discussed sep-

arately, in practice they are interrelated, contin-

uous and often occur simultaneously.

Involvement–Tile involvement and commitment
Of irtcfividt~z]s, orgln iza tions and institutions

which wilI englge in the activity of a Regional
Medical Program, as tvelI as those which will be

affected by this activity, must underlie a Regional
Program. By involving in the steps of study and
decision all those in a Re~ion who are essential
to implementation and ultiniate success, better

solutions may be found, the opportunity for wider
acceptance of decisions is iml>roved, and imple-

mentation of clecisions is achieyed more rapiciIy.
Other attempts to orgmize health resources on n
re,gional basis h:lve experienced difficulty or have

lIL is not the intent of a Regional Medical Pr~gr~m grant

to supplant either Fedeml or non-Federal souwcs of support

for various activities re]atcd to wl)icving its purpose. Ratf]er.

the Regional Medicxl Program provides 211 opportuoit) to

introduce activities which draw upon and effectively link ac-

tiri~ics already supported, or supportable in the fmure,
through other sources. Current c~amplcs of otbcr Federal

progmrns that provide csscotial inputs into 1116 I:IXIIIII rc-
sourccs of the Region arc: otlwr activities of [hc Xatiomd
Institutes of Health, particularly tbe National Heart Insti-

Iute, N’ational Cancer Institute. and h’ational Institute of

Xenro10git31 t)iscaws aml Blindness: other constituents of

the Department of Health, Educ~tion. anti fVclfare pJrticn-

lar]! the Comprcbensive Hca[th Plannin~ and Services Pro-

gram in the Office of tl)e Surgcrm General, theBureau of
f)iscasc Prevention and El]\ironn~e*](al Contro], tl)e Burcarj

of Hcalth Manpn\vcr, the Ilttrr~u of Health Services. the

Social Security Administration, tl]c Office of Education. and

the Social and RehabiIitatiol) !%xvicc; and other (;overnmcnt

agencies, particularly the Office of Economic Opportunity,

the Model Cities Program of tbe Department of Housing and

L’rban f)cvclopmcut. and the l’ctemns .+dministration. New
sources of possible support for activities rclawti 10 a Regional

Medical Program shouht be consi(lercd during both the plan.
nin~ and operational phases.

oeen trlver[eu IIU1lI UICII UU,UC.,.QO..&u.l..JG .. .. . ..-
was not this Yoluntary invol~ement ancl commit-

ment by the necessary individuals, institutions and

orgmizations. The Act is quite specific to assure

this necessary in~’olvement in Regional Medical

Programs: it defines, for exampIe, the minimum
composition of RegionaI Acl~isory C,roups.

The Act states these Regional AcIvisory Groups

must incIurIe “practicing physicians, mecIicaI center

officials, hospital 1a~ rninistrators, representatives
from appropriate medical societies, voluntary

health agencies, and representatives of other orga-

nizations, institutions, and agencies concerned with
activities of the kind to be carried on uncler the

program and metnbers of the public familiar with

the need for the sertices proyicled under the pro-
gram. “’ To ensure a n~aximum opportunity for
success, the composition of the Regional Advisory

Croup also should be reflec~ive of the total spec-
trum of hefilth interests and resources of the

entire Region. Anti it should be bro Idly lepl”esentil-
tive of the geographic areas and all of the socio-
economic groups wl~ich will be served by the Re-
gional Program.’

Identification of Needs and Opportunities-A
Kegion;l] fife~]ic:t] Program must identify t]le needs

regarding heart disease, cancer, stroke and related
dise:ises tvithin the entire Region. Further, these

‘The Reg-iomtl Advisor} Group should provide overaII ad-

vice and guidance in tl)c pl~nning aIId opcra(ional Program,

from dw initiaI steps onward. Itsl)ou]d bc actively involved

in tl]c rcyicw and ,guidancc and in the coor(iinatul evitiu-

ation 0[ lIIC myq)ing planning and opellting functions.

It should hc cons. titutcd to cncouragc coopcntion among

the institutions. orw~nizations, hcaith pcrsonnci, and state

and locaI health agencies such as the health plmnil]g bodies
being cstirblished unticr the Crmlprehcnsivc Health Planning

Pro#rzm, Public Law 89-74!3 M amcnticd, I t shoul(i bc con-

CCIOUI with continuing rcyicw of tl)c dc~rw nf relevance of

tile plan!ling an(i crpcrationol acti~itics to the objectives of

the Regional lfcdical Progrom and particularly with the ef-

fcctivcncss of these activities i(l atttrinittg tllc ~oal of

improved patient care. TIK A(i\ iswy Group ciocs not }Iavc

(Iircct a(lministrati~c rcsponsil)ility for lhc Pmgrnm, I)(It the

clear intent of tl)c Cougrcss was [Ilat tl]c .\(lvisory Grollp

w(nll(l insure that II]c RcgionaI Xlcdical Progrxm is” plnn IIcd

and (Icvclqxxl w,ith tl]c continuing a(ivicc 311d assistance of

a grmip whiclt is I)rrmdly rcprcscntativc of tl)c hcnitll inter-

ests of [I)c Rcginn. The A(l\ ison Grmtp is cxpectcd to pre-

pare 311 annuzl statcmcnf giving its evaluation of effective.

ncss of the regional coopcra[i~-c arml)gcmcnts establishct!

u)lder tllc Regional Jlct!icnl Program,
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needs must be stated in terms which offer oppor-
tunities for solution.

This process of identification of needs and

opportunities for solution requires a continuing
analysis of the problems in delivering the best
medical care for the target diseases on a regional

basis, and it must go beyond a generalized state-

ment to definitions which can be translated into
operzztiona] activity. Particular opportunities may

be defined by: ideas and approaches generated

within the Region, extension of activities already
present within the Region, ml approaches an(l

activities def’eloped el.seu”here Ii”hich might be ap-
pliecl with the Region.

.Among Yat-ious identified neecIs there also are

often re~ationships Ivhichj when perceived, offer

even greater opportunities for scd~ltions. The tian-
ger of “project ‘vision,’” which is akin to tLmnel

vision, must be ,guarded a~iinst.

In examining the problem of corona~ care
Imits throughout its Re,yion. for example. a Re-
gional Program may ‘rectx<nize that the more effec-
ti~’e approach would be Lo consider the total prob-
]~m of tile tre:ttment of myo~ar(lia] infarction

lmtients within the Rcxion. This broadened ap-

Imxic]l on a re:ional basis enables dle Regional -
Program to consider the total array of resources
u.ithin its Region in relationship to a comprehert-
sive program for the care of tile myocardixl in-

farction patient. ThLIS, what was a concern of
indiviciuaI hospiLals about how to introduce coro-

nary care units has been transformed into a project
or $roLI]) of related ])rOjer[s If’ith m~lch greater

Ijotential for effective an(l efficient Lltilization of
the Re~ion”s resources to imprme patient rare.

.hscssmcnt of Resources-h part of the ])rocess
of regitmalimtion, ;I Reyion mllst have contin-

uously Llp(late(i in fentory of existing resources find

capabilities in terms of function, size, number
and qLlality. E}er~ efl’ort sI)oIII(I be macle to i(len-
[ify and use existing inventories, fillin~ in the gaps
as necde(i, rather tilan settin LgOLILon a long, expen-

sive process of creating an en t irell new- inl”en tory.

information sollrces inclLl(ie state ‘an(i local iLealtll
i)lanning a~encies. Ilospical an(i me(iical associ:l-

tions, anti voiunlary :i~encies. Tile inventory i)ro-
vi(ies ;I basis for in formc(i jtul~-ments :tn(i i]riority
sc[[in,g on activities ]No]~osed for (iereioimlent

tincier Li~e Regional Pro~~am. It c~in also be useci

10 icientify lnissin~ rcsollrce+loi(is requiring neu’

in}es(ment-and m (ievelaI] new con fi~urations

of resoLlrccs to meet ncccis.

,.,-,;:
Definition of Objectives–A Regional ProUam .?:

mLlst be continuously inl’olved in the proces5 of <.

setting operational objectives to meet itien(ified “,

neecis and opportunities. Objectives m-e interim ~
steps to~l.ard tile Goal defined at the beginning of

this Cilapter, md achie~ement of ti~ese objectives

silouki have an effect in the Region fe]t far
be)ond t]le focal points of the individual activ,

ities. Tilis can be one of the grefitew contributions

of Regional Me(iical Programs. The Conll)]etion
of :i new project to train nLlrses to care for cancer
patients undergoing new combinations of drug
anti raciiation tileritpy, for examide, silould benefit
cancer patients and siloulci provide atldition:ll

traineci manpower for many llospitaIs in the Re.
gion. But the project also silolLld ila~e challenged

tile Re$ion’s nursing anti llospita]s communities to

improve the continuing an(i in-service eciucation
opport L1nities for nurses within the Region.

Setting of Priorities–BecaLlse of limitetf man-
pou.er, facilities, financing and other resources, a
Region nlLl~t assign some orcier of priority to its

oijjecti~es :In(i to the steps to aci~ieve them. Besicies

tile limitations on resources, factors to consicier
inclLlcie: 1) balance between ~~.hat siloulcl be cione

first LOmeet the Region”s nee(is, in ai>solute terms,

an(i u.hat can i)e (ione usin$ existing resources and

competence; 2) the potentials for rapid an(i/or

sLlbstantiai prw~ress to~vard tile C~oal of Regional

\ fc(i ical Programs and progress toward regionaliza’
tion of ilealth resources anti 5ervices; ami 3) Pro

gram ixilance in terms of (iiscase categories and
in terms of emi>l]asis on lxttient care, education

anti researcil.

Impiementation- The l>url]ose of the prececfing
steps has been co pro}i(le a base and imperative

for fiction. In tile creation of an initial oper-
ational progmm, no Region can attempt to ciete~

mine ali of tile program objecti~es possible, (ie$ign

ap])ropria Le projects to meet fill tile objectives and .

Lllen assign ])riorities i>efore seeking a grant ‘o

implement an opemtional progranl wllicl~ encorn

passes ali or even most of tile I]rojects. lmpl~

mentx t ion can occur with an initial operational

procytm encompassing even a snl:lil IIUnlber ‘f

~re]i-(iesignc(i projects lvllic]~ u“ill nlo\’e lile Re:’oll

toward tiLe a[tainmcnt of y:iii(i program o~Jec-

ti}”es. Because regionaii~ation is z contiIILlolls prw

ess, a Re$ion is cxpectc(i to continLle to sllbmit

5Ll])]J]elllCll[:li all(i :Ni(iitiO1lal OIJCYJltiOnal prOposa*s

;ISIllcy are cievciopeci.
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After the implementation of an operational
program, there are two potential threats to be

avoiclecf. One is that projects will lose their re-

gional identities by becoming institutional projects,

and thereby cancel the opportunity for the oper-
a tional ptqqram to have Regionnl scope and effect.

Tile other threat is that projects will lose the rela-

tionships one to another which maintain the inter-

action of patient care, education, and research.
Preventing these breakdowns requires project and

program administration of a high order; it also

requires sustained communications, involvement,

and the application of evaluation procedures.

Evacuation–Each planning and operational
ac~ivity of a Region, as well as the overall Re-

gional Program, should receive continuous, quan-

titative and qualitative evaluation wherever pos-
sible. Evaluation SI1OUMbe in terms of attainment
of interim objectives, the process of regionaliza-

tion, anti the Coal of Regional Medical Programs.

Objective evaluation is simply a reasonable basis
..
upon Ivhich to determine whether an activity

should be continued or altered, :tnd ultimately,
whether it achieved its purposes. AIso, the e~alua-
tion of one activity may su.%est modifications
of another activity which would increase its effec-
tiveness.

Evaluation implies carrying out whatever is fea-

sible widlin the state of the art and appropriate

for the activity being evaIuated. Thus, e\wluation

can range in complexity from simply counting

numbers of people at meetings to the most in-

volved determination of behavioral change; in
patient management. .

As a first step, however, evaluation entaih a

rea!istic attempt to design activities so that, as they

are implemented and finally concludecl, some data

ni]l result which will be useful in determining

the clegree of success attained by the activity.

Criteria–Evaluation of Regional Kfeciical Pro-

grams–The criterion for j ucIging tile success. of a

Region in implementing the process of regionaliza-
tion is the degree to which it can be demonstrated

that the Regional Program has implemented the

seven essential elements discussed in this Clmpter:
involvement, identification of needs and oppor-

tunities, assessment of resources, definition of ob-

jectives, setting of priorities, inll)lelIleilt;ltion, and

evaluation.
Ultimately, tl)e success of any Regional Medical

Progrfim Inust be judged by the extent to which it

can be demonstrated that the Re,qion~ll Program
has assisted the providers of hezith set_vice5 in
developing a system which makes avaiktbIe to

evel~one in the Region improved care for heart

disease, cancer, stroke, and relatecl diseases.



Chapter III

GRANT POLICIES

1. E1igible Applicant

Public 0s- nonprofit private universities, medical

schools, research institutions and other public or
nonprofit prilate agencies anti institutions are eligi-

ble to apply for a ,grant to plan ancl/or opetnte

a Region?l Medical Progr:tm. Each applicant must

be authorized to represent the agencies and in-
stitl[tions which propose to cooperate in planning

for and development of d~e Regional Pro,gram.
.%lditionally. each applicfint must be able to exer-

cise program coordination and fiscal responsibility
(see agreement of affiliation, Chapter 111, ]). 14).
Finally, each applicant in order to be eligible must

have designated a Re.qiomil .Mlvisory Group to
advise the applicant (and those agencies anti in-

stitutions }f”llich pro]me to cooperate in the Re-
gionx] Ifec[ical Prq~flfinl) in dle pl:lnning iUld

oper;ltion of the Program.
It m;iy be necess~ry for the agencies and in-

stitutions proposin,q to coo]) erate in tl~e Program

to create” a non profit corporation to act for them
;13 dle apl)lican[, to maximize the extent to which
effective prcy~ram and fisc:ll coordination can be
excrcisetl in tile illl!)lclllellt:}tioll of the Regionll
Program.

11. Types of Grants

Planning-Section 9(J3 ot’ Tile .kt :tuthorizes the

Surgeon General, lipon recommendation of the
Xational .-hl!isory Colincil on Regional Medical
Pro~rams, to make gmnts to assist in tile planning

xnci (Ievelopmen t of Resional hle(lic:il Programs.

Operational–Section 9[)4 of Tl~e Act ;Iuthorizes
tile Surgeon C.ener21, ui~on recommendation of
both the Regional .Icivisory (;roup :Ind the Xa-

tional Ad\isory Council on RegionnI Medical Pro-
gr;~nls, to m;lke ~lnts to :lssist in the establishment

and operation of Re,giona 1 Illedic:il Pro,grarns.
The pf:inning tictivities u“Ilicll are initially

{uncled under the l)rcs\isions of Section 903 nxly
be continued” and expanded as an integral lxlrt of

.
tlw operational activities of each Region nnd a5

such may become a part of the Region’s oper-

ational grant under Section 904. However, oper-
ational activities may not be supported from plan-

ning grant funcls.

Recognizing the necessity for each Region to
J>Ian aheaci, the ~arious Regional Medical Pro-
gr:tms are encouraged to consider their phasing

according to the nature ancl extent of the activ-
ities involved up to a maximum of five years.

The commitment for support beyond June 30,
1969, is based upon anticipated renewal of the
Regions] hfedical Program’s authorizing ]egis]ation

and is predicated on the annual appropriation of

fund5 by the Congress. Commitments beyond the
terminal dates of legislation—both appropriations
and authorizing le.gislation—zre delimited by the
phrase, “\vitllin the limits of available funtis,”
u.ritlen into the regulations anti on the auwrd

statements issueti by the Division.
\

111. The Regional Advisory Group

Tile .\ct specifies that an applicant for a plin-
ning Stnn t must ciesignxte a ,Regiond .Advisol?

~roLIp. The .~ct a]so specifies that the Acil’isoq

Group must appro~’e ml application for an oper-

:Itional grint umier Section flo-~. Tl~e .~d~isoly
GroulJ must include practicing physici:ms, me(iical
center officials, hospital atiministr:itors, representa-
tives from appropriate me(iical societies, other

l)e:ll t]] professions. voluntary hc:dtil ngencies, and

wpresentatives of other organizations. institutions,

:fnci a:encies, nn([ members of tile public f:lmi]inr

]~”itll the nee(i for tile services provided under tile

Progrsm. Jt sl~oultl a150 be broacily representative

of tile geo,gral)hic area and of the socinl groups

W11Owill be servcci by tile Regional illetiic:tl Pro-

Sram.

The Rc~ional .+~i~’isory Group shouki proyide

o~erall acivice find guiciance to the grantee in the

l]ianning :In(i opetntion:ll program from tile initiaI

steps onlf-;trd. It s}ioul(l be acri}cly in)o]ye(i in the

tiueiopment of the Regional oi)jectil’es, as well as

s



the review, guidance,
and coordinated evaluation

of the ongoing planning rmd operating functions,
lt ~houkl be constituted to encourage cooperation

aInOng the institutions, organizations, health per-

sonnel, state and local fleaIth agencies. It should

be concerned with continuing review of the degree
of rele~~ance of the plannin<g ancl opetutional

ac(ili[ies to the objectives of the Regional Mec]ica]
program and particularly with the effectiveness of
these activities in attaining the objective of im-

pro}”ecf patient care. Therefore, Advisory Group

members should be chosen who will provicle a
broad background of knowiedge, attitudes ancl

experience.
To ~r;,e these purposes, the .$c]visory Group

should operate under established procedures ~vhich
insure continuity and appropriate independence
of function and advice. It should formally consider
what its specific duties and responsibilities shall be.

including such things as dle frequency of its meet-
ings and appropriate methods for the rephtcing of

retiring members.
The Advisory Group, through the grantee, must

submit to the Division of Regional Medicd Pro-
qrams an annual statement giving its independent., ..
evaluation of effectiveness of the re~ional coopera-
tive arrangement (regiomtlization) esmblished
under the Regional 31etlicd Program.

IV. Assurances

General ResponsibiIities–The grantee is obli-

gxed, both for itself and e:ich affiliated institu-
tion, to administer dte gmn t in accordance with
regulations (Appendix 2) and policies of the
Division of Regional hledica] Programs. l~here a

poIicy is not stated or where the institutional
policy is more restrictive than the Regional Medi-
cal program policy, institutional policy prevails
in tflat institution.

General Assurances–Specific attention is directed

tO the requirement to flonor the assurances pro-
rideci in the Act.

The recipient of a f~]nnning grant must comply
with the assurances in Section !N3 (b) , namely:

Q reasonable assurances that Federal funds
pxicl pursuant to any SUCI1grant will be used only

for the purposes for whicl~ awarded and in accord-
ance with the applicable pl-OYkiOIM of The Act
and the regulations thereunder;

Q reasonable :Isstlrances t]l;it tile applicant will

provide for such fiscal contro] and fund account-
ing Iwocedures as are required by the Surgeon Gen-

eral to assure proper disbursement of arid account-
ing for SUC1]FederaI funds;

● reasonable assurances that the grantee will

make such reports in sLIch form and cOlltilining

such information as the Surgeon General may
from time to time reasonably require, and, will
keep SUC1lrecords ancI afford such access thereto

as the Surgeon General may fintf necessary to assure

the correctness and verification of such reports;
an d

● a satisfactory showing that the applicant
has designated an aclvisory group to aclvise die

applicant (and the institutions and agencies par-

ticipating in the resulting Regional Medical Pro-
gram} in formulating and carrying out the plan

for the establishment and operation of such Re-
gional Mediml Progmm, which aclvisory group

includes ptncticin~ physicians, meclical center offi-

cials, hospital atfministratorsr representatives from
appt-opriate medical societies, voluntary health. . .
a,gencies, and rept-esentatives from other organiza-

tions, institutions ancl agencies concerned with

activities of the kincl to be carriecl on under the
Pro~rnnl and members of the public fami,fiar with
t[le needs for the setvices proriciec] under the
Pro<gram.

The recipient of an operational grant must com-

ply with the assurances under Section 904 (b),
namely:

● Fetferal funds paid pursuant to any such

,gmnt (A) will be used only for the purposes for
~rhich paid and in accordance with the applicable

provisions of this title and the regidations thereu-
nder, and (B) will not supplant (unds that are

otherwise a~’aiklble for establishment or oper-
ation of the Regional Medical Program with
respect to which the grant is macle;

● the applicant will provide for such fiscal. .
control and funcl accoun~inrg procedures as are
required by the Surgeon General to assure proper
disbursement of and accounting for such Federal
funds;

● the applicant will make such reports, in such

form ancl containing such information as the

Shrgeon General may from time to time reason-
ably require, ancf will keep such records and afford

such access thereto as tl~e Surgeon General may
find necessary to assure the correctness and ver-
ification of such reports; and

● any laborer or mechanic employed by any

contractor or
work on any

subcontractor in the ~erfomlance of
construction aided by payments pur-
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suartt to any grant under this section will be paid
wages at rates not less than those prevailing on

similar construction in the locality as cietermined
by the Secretaq of Labor in accordance with the

Davis-Bacon .Ict, as amended (40 U.S.C. 2i6a–
~76a-5) ; and the Secretary of Labor Shall hat’e}

with respect to the labor stanclartis specified in this

paragraph, the authority and functions set forth
in Reorganization Plan Numbered 14 of 1950

(15 F. R.3176;5U.S.C. 1337-15) ancisection20f

the Act of June 13, 1934, as amended (40 U.S.C.
?76c) .

V. Eligible Activities

Catego~ical Emphasis–Tile focus of Regional

hleciical Progpms under the authorizing legisla-
tion is on problems of heart disease, cancer, stroke

anti related c~iseases. This broad ca tegorica] ap-

proach must be a considetntion in the development
of specific Proagram eiemen ts under a Regional

Medical Pro(gram. Because of the broad scope of

heart disease, cancer, :ind smoke, it would be diffi-
cult and perhaps detrimental to some types of
medical services and educational acti~ities if a

rigidly categorical approach were adopted for all

relevant Program elements. The emphasis of the
program does require that the component ele-

men ts be shown to have significance for comb’ iting

heart dismse, cancer, stroke and related diseases

through a regional effort. intended to improve
[])e care of :ill d]ose pa-sons within dle Re~ion

suffering from one of these cliseases. Howerer, in

some instances, actil”ities which Ixne a more ,gcn-

eral impac[ extending “beyond the specific prob-

iems of he:ls-t, cancer, stroke and related diseases

may need to be suppor~ecf because the! are essen-

tial to the achievement of the p~lrposes of Regional
Ileciiw 1 Programs.

The objective of inlpro~ecl patient care for

those suffering from these c:iteg-oric:ll diseases wilI

]equire the full development of the process of

rcgionalization, pa rticu kirly in the Program’s oper-
ational phases. Therefore, inclificlua], categorical

activities shoul([ be desi,gned ancl implemented in
N7 ys which u“il] insure their regional radler than

ortqani7atiotlxl or institutional iclentity.

Cot-e Support-Tile WI tral :I(lministration and

coordination of a Re~iona I Iledicai Prwyram rc-

presen[s the administr:~ti~e l)eart of the Program.

and as such is an :Ictiti[y eligib]e for grant sup-

port. The salal-ies 0[ tl]e Program Coordinator

and his staff as well as other costs “incident to the ;

central administration and coordination of the
I

Program may be charged to the grant.

Research-Research activities ~(’hich are integral

to the purposes and objectives of the Regional

Medical Program are eligible for support and their

costs may be paid by grmt funds. Such research
activities in order to be eligible must contribute to
the process of regionalization and the goal of
improved patient care the Program seeks to

1ac lieve.

Demonstrations of Patient Care–Demonstrations

of pztient care may be supported when related to

the objectives of the Regional Medical Program.

The Act pro~ides that the costs of patient care
may be supporteti only when such care is incident
to rewrch, training, or demonstration activities

encompwsed by the purposes of the Program and
only if the patient has been refereed by a practic-
ing physician. Documentation must be provided

(see Chapter 111, page 15). Such demonstrations
must contribute to tile process of regionalization

and the goal of improreci patient care which the
Re~ion~l pr~lm is seeking to achieve. Grant

funds may be used to pay the other costs incident

to the demonstration activity, including staff and

equipment.

Training and Continuing Education–Continu-

ing e(lltcation and training progmms for medical,

allied Ilealth personnel and associated professions
which fire part of integrated comprehensive ap-

pro:lches of enhancing regional capability for the
din:nosis and treatment of heart ciisease, cancer,
stroke, 3nd reIatecl diseases are eligible for support.
Houever. it should be emphasized that the prirmry

intent of tile legislation in this area is the support

of those activities that are beyond those nortmilly

accept ed as basic preparation for work in the

l]e:tltll field. If one is to make assessment .

of needs for educational programs, this assessment
must be based on the system of health cm-e, the

role of the learner, ancl his needs. In medical

education, attention must be focused directly on
the questions: “l\’ill this effort to change behzvior

result, in fact, in the patient receif.ing the nlax-
imum benefit of nmciern knowledge?”. Grant

funds may be u~d for illnov:ltive tl”aining ap-

proaches and the development of new types of
health personnel or new arran(getnents of health

personnel to meet the Region’s goal of improved
patient care for those suffering from heart disease,

c:{ncer, stroke, or related diseases.
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Systems Analysis–The use of systems analysis

methodologies in Regional Meclical Programs is

eligib]e for gtzdnt suJq>ort, but only to such an

extent as it is considered applicable as an essential

integral component of the individual program
proposed by the applicant. The applicant should
emphasize the cleseIopment of innovative, ade-

quately fonnu]ated studies of realistically re-
stricted problems involving the application of “sys-

tems” metl]odologies rather than submit an appli-

cation dominated by general proposals for the
utilization .of large scale “systems” approaches for

the design of a Regional Program. These method:
ologies may be applied to either or both planning
and operational activities.

Communications and Public Information–.\

communications and pubIic information compo

nent can be included as an integral part of a
RegionaI 31edical Progtam. A qualified communica-

tions and pilblic information specialist and neces-

. sary supporting staff may be empIoyecl to utilize all
established communications ancl infornmtional
techniques to assist” in the de~eloprnent of Re-

gional Program activities which will achieve under-

standing, acceptance, SLIPPOI’[and COOfLera(iOn of
institutions, or,~nnizations and indi~iduak in the

initial growth periocl of the Regional Program.

Then, in the operational phase, this staff can
mount an additiond effort toward d~ese same ends

which wiII not only nmintain these relationships,

~ut expand them to inclucie all participating and
henefitting publics. Activities that do not specifi-

cally advance understancling, acceptance, support
anti ccwperation, or which would appear to provicle

only for publicity for the Program and ag-g-rm-
disement of its officials, shoLdcl not be included.

VI. Specific Requirements

Discrimination Prohibited–Section 601 of Title

VI of the Civil Rights Act of 1964, 42 U.S.C.

2000d, provides that no person in the United States

shall, on tile ground of race, color, or national
origin, be exclucled from participation in, be denied

the benefits of, or be subjected to discriminmion
under any program or activity receiving Federal
financial assistance. Regulations implementing the

statute have been issued as Part 80 of Title 45,

Code of Federal Regulations. The Regional Medi-
cal Programs provide FederaI financial assistance
subject to the Civil Rights Act and the regulations.

It is the responsibility of the g-mntee to insure
that each affiIintetf agency (institution) which pro-

poses to cooperate in the Regional Medical Pro-

gram is in compliance with Section 601 of Title VI

of the Civil Rights Act of 1964. The grantee shall

maintain a copy of the form which insures that

each affiliated agency (institution) is in compli-
ance.

Each gtnnt for construction (alterations and

renovation) is subject to the condition that the
grantee sh:ill comply u-ith the requirements of

the Executive Order 11246, 30 F.R. 12319 and the
applicable rules, regtlla tions, and procedures as

prescribed by the SecretaT of Labor.

Institutional Assurance involving Human Sub-

jects–An application for a Regional Meclical Pro
gram ~grant which includes investigations involving

human subjects will not be accepted for revie~t’

unless the Public Health Senice has approved a

plan (known as Institutional .%surance on Inves-
‘ti,gations ln]”oIving Human Subjects, lncIucling

Clinical ResearcI~ and Investigations in the Behav-

ioral and Social Sciences) for insuring that the
institution conducting the research 112s complied
with the Public Health Ser~ice policy concerning

research involving hurn:m subjects.
It }~”ill be the responsibility of the grantee to

insure that the individual afiliated institution (s)

lt”hicll will be involved in these investigations

secure the approva] from the Public Health Se]~-
ice and to provide a copy of the approval to the

Di~ision of Regional Medical Programs.
A copy of tile Instructions for obtaining Public

Health Sel~ice approval may be obtained by writ-
ing tile Grants Revie\v BrancIt, Division of Re-

gional 31edical Protgmms, National Institutes of

Health, 9000 Rockville Pike, 13ethesdm, llaryland
20014.

Surveys or Questionnaires–Surveys or question-

naires arising from and supported by a .gmnt
should include a positive statement clearly setting

forth that the contents are in no ~tay the responsi-

bility of the Public Health Semite. They S11OUM
con folml widl Bureau of the Budget, Circuiar #,%-
40.

Publications–(; r[ntees and~or their affiliated in-
stitutions may publish materials relating to their

Regional Medical Program without prior review

provideci that sLIch publications carry a footnote
ackuowledgin,g assistance from the Public Health
Ser~ice, anti indicating that finclings and conclu-

sions CIO not necessrwily represent the views of-
the SelTice.
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Patents and lnfencions–The Department of
Health, Education, and 11’elfare regulations (945

F.R., Part 6 and 8) provide as a condition that

all inventions arising out of the acti~ities assisted
by Public Health Service Grants must be prompdy
and fully reported to the Public Health Senice.

.-lny process, art or method, machine manufacture

or inqwo~ement thereof, may constitute an inren-
tion if it is new and useful and would not have
been obvious to a person haying skill in the art tO

I!”lIich it relates.

In order for the Public Health Sel~ice to carry

out its responsibility under these patent regula-
tions, it is essential that the Semite be advised

before ~iwmding Go~erntnent funds of :iny com-

mitments or obligations made by the institutions
or by tlw” professional personnel to be associated
f!’itll the” activities c;irried on tinder the grant.
ullicll would be in conflict with the in~entions

+y-cement. 11’hen suljnlit [ins- an :ipp] ication for ii

Re,giona] ~feclica 1 Progr;im, tile grantee relist pr-

ovide in letter form eit!ler:

LI.ii statement indiw tin!; no previous conmlit -
nwnts or ol]Ii$ation3 nave been m;ide, or

b. a det:iiled exl~lan~ition of’ such commit-

nxw ts or obli~iilicms ~~”herethey do exist.

Ont stwh lct[cr It”ill s~lffice for tile named
CIr;ln[ee :Ind all affili:ited institti lions recei~ing sup-!>
port tinder the ~r:int. 11 i5 dle responsibility of the
institlition niimed :ISthegr:~ntee on dle fipplication

to awert:iin the j:itls relating [0 patents and to

rc\)orL these on bchiilf of ;I1l affiliated organizat-
ions in IIle Regioni{l \ledical Program :is m“ell as
[0 infmml :lf7iiIiatetl in>[ittttions of these responsi-
bilities.

In subsequent ,vears an Innual invention state-

ment rollll PHS-M 15 nl[ist I>e filed v“llether or not

:tn in\cntion il t~ occl[rrcd. l\”hcre there are no
in ~cn (ions to re]mrt.:isin,gle form PHS-M45 is all
[Il:it is rcqiliwd 101-dle institution n:inled on the
;Il}plimtion ;1s Lhe yr;lntee and for :1]1 nffdiated
in~tit[ttions. \\”l}erc tllcre :ire indentions to report,
;! w]xir:itc :innli:i] inicntion statement must be

liltxl lor c;](1I one. Here :Igain. it is tile res]]onsi-
I)ility 01 tllc gunLcc to report on I)ehalf of itself

:Ln(l ;III otllcr :ifhliated orgxnization~ in the Re-
giOn (1 .\fe~[i~al pr~l.;itll. The Regionai Medicnl
I’ro;r:i]n grant for the next ye:ir will not be issued

tllltil tile invention stiltement form PHS-3945 has
[xcn rccci~ed 1)> the I)i!ision of Regional llcdic:il

Pl”o,ql”:lms.

.%n imal Care-Each I}erson awiyned or ap-

pointed to an activity receiving any public Hea]th

Service support is required to exercise eve~ pre.
caution to assure proper care and humane treat.

ment of research animals. The booklet, Guide for

Laboratory Animals, Facilities and Care (PETS

pLlb]iCatiOn # 1024) shoulcl be obtained from the

Division of Reseat-ch Gtwnts, Information Office,

National Institutes of Health, Bethesda, ~faryland
~f)ol~.

The Public Health Service enclorses the follow-
ing guiding pritlciples in the care ancl use of

animflls;

(1) Animals should be acquired, retained,
anti used in conlpIiance with applicable state and
local law.

(2) Anim:iIs should receive every considera-
tion for their bodily comfort, be kindly treated

iind properly fed, be kept in smitary facilities,

and be provided w’ith suitab]e medical care.

(3) 11’ith any operation likely to cause greater
discomfort than that attending anesthetization, the
animal S11OU1C1first be rendered incapable of per-
ceiving pain and should be m:iintained in that

condition Lmtil the operation is ended. Exceptions
sl]oidcl be made only when anesthesia u“ould defeat
the objective of the experiment. In such cases,

the iinestl)esia shoulcl be discontinued only so Iong
:IS it is absoIiitely essential for [he necessary obser-
l“:itions.

(4) lf the n:iture of the study requires su’x=
vi~fil of the anitn:il, :iseptic precautions s11oL11cIbe

ol)scrvcd dllring the operation, and care should
be t:ikcn to minimize (Iisconlforz during convales-

cence conqxirable to ])rec:iLitions taken in a ho5-
pit;il for human beings. If tile :inimal is severely

inc:ilmcitated :ind surviral is IIOt a requirement
of tile cx])erinlcnt, the ;initnal should be sacrificed
in n hilmane m:inncr immediately following final
observ;ition.

CAange in Approved Program–T1~e Di~ision of .
Region;il Jleclic;il Programs does not intend to

iil[erfere with administrative or profgam flexibil-
ity ~t”llicll series the objectives of lhe Regiol~al

Mcdicnl Pro<griims. lf, llo~rcver, a c!lange is deter-
mined by the grantee to be desit-able, and if tilat

cllitnxe lrould constitltte ii substantial change in
tllc natiire of [I]e Pro~l-:[m oti;in;illy :jl)lmred

the yantce miwt consult ~rith tile Divi>ion of Re-
,qiOnfil llccl ical Progtams stiiff. >-0 subst;lntial

cll:ln~e in tile al)ljroJed Progr.im GUI be mficte

lfi Lholit the specific u“ritten ~ppl(J\”2] of the Diri-
sion of Region:il }Icdic:i] PrWOTanl>. Reqilests for



such approval must be submitted in an A##limtiors

for Revision (page 21).

Change in Program Period–The Program

period may be extended upto 12 months without

additional funds, if requested by the grantee
before the end of the Program period.

Change of Program Coordinator–A change of

Program Coordinator or other key official directing

the Program requires the written approval by the
Division of Regional Ivle$ical Programs. h’otifica-

tion to the Division of Regional Medical Programs

of such a proposed change must be signed by at

least one of the two persons who signed the orig-
inaI application or their successors. A curriculum
vitae for the newly. appointed official should ac-

company the notification of change.

Change’ of Grantee Organization–if for any
reason the grmtee organization proposes to relin-

quish its responsibility for a Regional Medical Pro

. gram grant, it must immediately notify the Divi-

sion of Regional Medical ,Programs. For exampIe,
a region may wish to create a non-profit corpora-
tion especially for the purpose of becoming the
grantee organization. Any change of grantee orga-

nization requires that a terminal progress report,

an expenditures report, and an invention statement

(PHS-3945) be submitted to the Division of Re-
gional Medical Programs.

If the grantee terminates its responsibility for
the Regional Medical Program, the new; institu-

tion/corporation must submit a new grant applica-

tion for the remainder of the program period.

The application should inclucle the reasons for
transferring the Program and the probable effect

of the move on the RegionaI Program. Administra-
tive approval may be given by the Division of Re-

gionaI MedicaI Programs to continue the Program
with a new gt-mttee. Applications, however, that
reflect major Program changes will be referred to
the National Advisory Council on Regional Medi-
cal Programs for recommendation.

Early Termination of Grant– (1) By the
Grarstee-A grant may be terminated or cancelled
at any time by the gmntee upon written notifica-
tion to the Division of Regional Medical Programs

stating the reasons for termination.

(2) By the Public Health Service–A grmt in
whole or in part, may

by the Surgeon General

gram period whenever

be re~oked or terminated

at any time within the pro-
it is determined that the

grantee has failed in a material respect to comply

with the terms and conditions of the grant.

Single Grantee–In order to insure regional co-

operation, there can be only a single grantee orgw

nization for each Regional Medical Program.

Reports–All reports required to be submitted

to the Public Health Service should be sent to the

Division of Regional Medical Programs, Public

Health Service, Bethesda, Marylanci 20014.

A. Progress ReJ>orts–The grantee is required
to submit an annual pro,gress report for each

grant. This report (s) should contain sufficient de-

tail to inform the reader of the accomplishments
with prticular respect to the objectives and must

be submitted with the application for continued

support. In a~ldition, gt-an tees may be required to

supply other information needed for guidance
and tfel’elopment of the national program and are

encout-aged to report significant clel’eloprnents
promptly at any time. A terminal progress report

must be submitted to the Division of Regional
Medical Programs within three months of the

tet+ination of tile program period. Specifically,

the report must describe the ways in which the

process of regionalization as described in Chapter
11 has moved the Regional Program towarcl its goal

of improved patient care for all those within the
Region Sllffering from heart disease, cancer, stroke,

or relatecl diseases. The report must also. inclucle:
(1) principal staff mem hers-names an d

positions

(2) organimtion of the Regional Medical
Progtxm

(3) membership and functions of the Re-
gional Advisory Group

(4) names of all cooperating agencies/in-
stitutions and their relationship to the Regional

A1edical Program

(5) description of planning activities
(6) description of operational activities, if i

any

(7) description of in terregional activities,
if any

(8) the extent to which the planning and
operational activities of the Program are sup-
ported by non-Feder-al funds.

B. Regional Ad~isory Group Reports-The
Regions] Advisory Group is expected to prepare

an annual statement on the effectiveness of the
regiona 1 coopers ti’:e arrangements (regionaliza-

tion) established under the Regional Meclical Pro-
gram. The report, signed by the ~hairman of the



Regional Advisory Group, signifying its approval,

should be submitted to the Division of Regional

Medical Programs by the grantee along with the

annual progress report. Periodic reviews of grants
by the staff of the Division and the Advisory Coun-

cil will include consideration of the effectiveness
of the Advisory Group.

VII. Financial Management

General Requirements-Federal funds awarded
pursuant to either a planning or operational grant
are to be used onIy for “the purposes for which
awarded and in accordance with the provisions of

the Act (Appendix 1), its regulations (Appendix
2), and these Guidelines. Additionally, Federal
funds awarded pursuant to an operational grant
may not be used to supplant funds that are other-

wise avaiIable for the establishment or operation
of the Re&”onal Medical Program with respect to
which the grant is made.

Funds granted may be used only for services,
materials and other items required to carry out the

approved program. Circular A-2 1 of the Bureau
of the Bud&t should be used to the extent ptac-
(icable in determining allowable costs related to
the grants for Regional hfedical Programs. Where “

the Division of Regional Medical Programs re-
quires prior approval for items not listed in the

approved budget, a written request must be made
by the grantee to the Division of Regional Medical

Programs in advance of the act which requires the

obligating or expenditure of funds.

Agreement of Affiliation–By accepting a Re-
gional Medical Program grant, the grantee has
iiccepted certain responsibilities enumerated on
p:~ges 9-1(1 of this Chapter. However, the Re-

giomd Medical Program activities will necessitate
the expenditure of grant funds by a number of
different institutions, organizations, and agencies

in addition to the grantee. In order to assure ap-

propri:lte accountability for the expenditure of
grant funds by these additional agencies, an Agree-

ment of Affiliation must be signed by the respon
sible official of each affiliating institution (or
agency) and by the grantee who represents the
Regional Medical Program. Such an agreement

will not be required nor appropriate in the con-
duct of business with (I) a profit-making orga-
nization by subcontract, or, (2) where direct pay-

ment” is to be made for the use of facilities or for
services rendered on behalf of the Regional Medi-

cal Program. This agreement, at a minimum, must

include provision which will insure that the

grantee can carry out the assurances required by

the Act in Sections 903 (b) and 904 (b) and that

the grant funds provided to each affiliated agency

will be administered by that agency in accordance
with the Act, the regulations and applicable poli-

cies of the Division of Regional MedicaI Programs

(see exampIe–Appendix 3) i
The Division also encourages the Regional Medi-

cal Program to include in such agreement any

provisions relating to the conduct and development
of the Regional Medical Programs as may be
appropriate and desirable for the achievement of

the purposes of the Program as outlined in these

Guidelines. The advice and counsd of the Re-
gional Advisory Group should be sought in devel-
oping such provisions.

Allowable Direct Costs-

A. Personnel Costs–Salaries and wages of per-

sonnei in proportion to the time or effort expended
on activities of the Regional MedicaI Program may

be charged to the grant. These costs must be in
accordance with applicable institutional policies,
and adequate time and effort records must be
maintained in order to substantiate these costs.
Salaries of personnel whose full time is devoted
to the Regional Medid Program should not

exceed the salaries of full-time administrative
personnei in positions of comparable responsibQity
in major medicaI institutions in the Region. Spe-

cifically, if a new corporation is organized to serve
as the grantee, it must establish salary policies

which apply to its personnel under the above
pcdicies and which do not exceed equivalent sal-
aries in the major medical institutions in the Re-

gion.
Any question concerning the appropriateness

of particular salaries or exceptions to these policies
should be discussed with the Division Staff.

B. Consultant Services–Regional Medical Pro-

gram grant funds may be used to pay consultant “

fees and supporting costs such as travel, and per
diem in payment for services related to any Pro-

gram element of a Regional Medical Program,
providing that these services are the most effective
means of accomplishing a particular purpose.

● If consultation is obtained from a sal-

aried staff member of the grantee or an affiliated
institution, that institution may be reimbursed for

a proportionate amount of his regular salary from

grant funds. Program records must indicate the
total cost and include a statement of activities.
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~:.
~j::- . ‘Where justified by unusual circumstances,,-

~~&]aried staff member of the gran~e or an

fi]ia[~ institution who is not receiving salary

the grant, may be engaged as a::pport from

~su]tant, but only with the prior approval of
,e Division of Regional Medical Programs. The

.equest for approval must be supported by a cIear
fj~ement of services to be performed and the

~y,n>cted number of days of service involved.
;:

.=,., . Grant funds may not be used to pay fees

&id supporting costs to U.S. Government ernpIOy..-.,+&ses, regardl~~ of thel.r ~mployment or pay status.

q:: C. Tratmng Actwlties-
wr~: (1) SeIection of Trainees–Selection of

-.. .
,,@-ainees is the responsibility y of the Region. The

#pivision of RegionaI Medical Programs must be
~.: notified of the number and kinds of trainees that
~y’start and complete a training program.
jf;.’
*;:.. ., Training activities are eligible for grant,.,,:
~. Support according to the foIIowing general con-
%: ditions:p:.
~:::..:. a. Training Conferences and Seminars:
&: No stipends may be paid for presentations which

planned for full-time participation for

ceming all eligible training activities will be sup
plied upon request by the Division of Regional

Medical Programs.

D. Patient Care Costs (Hospitalization) –The

cost of hospital care of patients is payabIe from
grant funds only to the extent that such care is
incident to research, training, or demonstration

activities supported by the grant (Ch~pter 111,

page 10). If grant funds are used to support costs

as~iated with hospitalization the grantee must

document in each case that the pntient has been

referrecl by a practicing physician, including his
name, the name of the patient, and the date of
referral. The calculation of a rate of reimburse-

ment will be according to established Public

Health Service policies which can be made avail-

able to the grantee upon request.

E. Transportation of Patients–l\’hen justified
as the most efficient means of carrying out the

purpow of the Progmm, grant funds may be used
to pay the costs of transportation of patients with

escort referred for diagnosis and treatment in

other institutions as part of a research, training
or demonstration program. The use of grant
funds to pay transportation costs shouItf be care-

fully weighed against use of funds for other ac-
tivities within the Regional Medical Program.

F
‘,.*

.4
F. &

%#;.,.
, ~q{.. b. Short-Term Training: These activities,.

‘*Y peritis from one fuII day to five consecutive
& days or intermittently on a regular basis. However,

~~i~travel and other expenses associated with thesew:,-.
~.-presentationi maybe paid.,.

&~>~” include fuII-time training programs for more than

‘~~{+i~:five consecutive days but not more than a single
k-“i;%.:’ academic session (quarter or semester) . For allied

g$~heahh trainees either a stipend maybe paid or the

~~~~:’- trainee may be reimbursed in accordance with a
@~~~. maintenance of income fn-inciple which would
%%. have the effect of reimbtmsing the trainee at the

P
‘$% levei of his individtlaI saIary.

~,f$$;: : ‘
Physician and dentist trainees may be4++’

‘+$+’~~”,comp.ensated at a rate not to exceed $50.00 per day.>*,*?,,;=:.,? .
,;.”.t: TraveI and other expenses associated with~$- .
“<-~,.,:F, short-term training programs may be p:iid for any
g.j:.”$. trainee.
$-$:’
;ij,?:~
& .. , c. Long-Term Training: These activities
*:.<-
.’.;, include training programs requiring full-time par-,.7...-!-;.7,, ticipation for more dlan a single academic session

?#!<. (quarter or semester) . Stipends and traveI expenses
;+*$>?:,,C‘~Y be paid to those enro]]eci in long-tetm train-... .... .. ..;<..?“,,.
H;7:’.. “,‘ ‘ng Programs. ‘llese stipends vary according to the~.},;,

le~eI of training and are consistent with other...”
eqttivalent Pub]ic Hea]th Service training pro

“i grams.

[ “.:.
Detailed information and policies con-,3:.;’:

F. Alterations and Renovations–To the ex-
tent that other sources of Federal and non-Fecleral

funds are not readiIy avaiIable to the applicant
for such purposes, ninety percent of the costs of

construction, i.e., alteration, remodeling and reno-
vation of existing bui]dings (incltding initial

equipment thereof) and replacement of obsoIete
buiit-in equipment of the types customarily in-
clucled in a construction contract may be paid for
by operational grant funds, The applicant is re-

quired to furnish a narrative description to indicate
the need, na~ure and put-pow of the propcmcxi alter-

ations and renovations, ancl, in appropriate in-
stances, detail the pIans and specifications: The
amount of the aIteration and renovation costs

requested as part of a Division of Regional Medi-
cal Programs grant determines the types of sup
porting documents to be submitted by the appli-

cant. Applicants are referred to the prwedures and
reWIations set forth in the “Regional Medical
Programs-Alterations and Renovations Guide,”

a~ailable on request.

G. Electronic Communication Systems-A

grant may support the purchase or rental of elec-

tronic communication systems such as special teIe-
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phone lines, radio and television, to be used for

educational, diagnostic or other purposes. How-

ever, if such reques~ reprewn t major funding
investments, they should include documentation

of: the planned measurements of effectiveness of

the activity; the numbers of people affected by
the system; the degree to which the program con-
tent and experience might be generalized to other

Regional MedicaI Programs; and knowledge of

re~ated efforts already accomplished by others with

indications as to how the proposed activi~y will
extend those efforts.

H. Telephone, Postage and Similar Services-

That portion of telephone, postage and other such
services necessary to the planning or implementa-
tion of tile Regional Program may be charged to

the grant. In no case may institutional local and

regular monthly telephone costs and normal post-
age costs not related to the Regional Medical Pro
grams be charged to the grant.

1. Design, Printing and Reproduction–Tile
costs of pamphlets, brochures and other necessary
materials may be charged to the griint.

J. Equipment–Rental and purchase of equip
ment, including diagnostic and treatment equip -

ment, for the planning or implementation of a
program may be charged to the grant. When

acquiring equipment, consideration of the relative
advantages of lease ~ersus purchase should be con-

sidered. .

K. Conlputers-Grant funds may be usecl to

purchase computer time, or if the needs of the

program are sufficient, the rental of a computer.
As with all other activities, the costs of acquiring

computer capability mnst be measured against the
benefits to be derived.

L. Travel–Per diem reimbursements to travel-

ers, personal transportittion charges, and reimburse-
ments for authorized use of personally owned
automobiles are chargeable to the grant. If a
corporation is established for the purpose of be-

coming the grantee, it must establish travel policies

which apply to its personnel under the above

policy and which do not exceed the equivalent
travel policies of the major medical institutions
in the Region.

Less than first class travel accommodations
shall be used except in extenuating circumstances.

A utomobi]e milenge and any forei,gn travel must
be in accordance with institution policy. Any for-

eign travel must receil’e prior approval from the
Division of Regional Medical Programs.
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M. Rent–The expenses for rental of facil-

ities not owned by the grantee or affiliated institu-

tion may be charged in proportion to the space

actually utilized for the RegionaI Program activity.
Rental costs may not be in excess of comparable
rent.ds in the particular locality, and must be in

accordance with institution policy.

Direct Costs Not Allowed–The following direct

costs or charges are not aI1owable:
(1) Honoraria as distinguished from con-

stdtant fees
(2) Entertainment (cost of amusement,

social activities, entertainment and incidental costs

thereto, such as meals, lodging, rentaIs, transporta-
tion and gratuities)

(3) Payment to Federal employees
(4) Petty cash funds

(5) Subgranting (a subgrant is any alloca-

tion of grant funds by the grantee to other indi-
vidual or organizations for purposes over which
the ,grantee institution named on the application
does not maintain ~ientific and financial responsi-
bility. A grantee may contract for services, but
may not .sub,grant),

indirect Costs-Indirect costs relateci to the con-

duct of the Regional Medical Program are reim-

but-seable. To be eligible for reimbursement, an

indirect cost proposal must be de~eloped by jhe

performing institution in conformity with its
established accounting system and submitted to the
Division of Regional Medical Programs. The pro-

posal must icientify those administrative services
provided to the program during the institution’s

fiscal year, dle costs of the services and the basis
or methods for ilpportioning those cOsts to the
Regional Medical Program and other activities of

tbe institution. A new proposal must be submitted
at the end of each fiscal year.

The Department of Heahh, Education, and

Jf’elfare has published seprate guides for estab-
lishing indirect cost rates applicable to educational
institutions, hospitaIs, State and local government

agencies, and other non-profit institutions which

provic{e guidelines and criteria for the identifica-

tion of indirect costs reimbursable under research
grants and contract, and for apportionment of

administrative costs to the major operating activ-

ities of the institution. The bookIets contain cost
principles which define direct and indirect costs
and provide informs tion on the allowability of

specific items of cost. They describe methods of

cost apportionments and akcations, instructions



on the development of indirect cost rates and

sample indirect cost propowls. Ahhough oriented
primarily toward the research activity, the policies
and ~iteria contained therein are relevant to the

Regional Medical Program and should be used as

a guide.
Institutions performing under Regional Medi-

cal Progmm grants may also be the recipient of
grants or contracts under other Federal programs.
It is essential that consistent procedures for deter-

mining reimbursable costs for similar services be

employed without regard to program differences.
Additional information and assistance may be ob.

tained from the Division of Regional Medical Pro
grams, National Institutes of Health, Bethesda,

~faryland 20014. The Department of Health,

Education, and l\’eIfare cost guides may be ob-

tained from the Government Printing Office, North
Capital between G & H Streets, N’.1V., l\~ashington,

D,C. 20402.

Rebudgeting of Funds-The grantee or affiliated

institutions with full knowledge and ap@oval of

the grantee may depart from the approved budget
and use the funds for other items required for the

projec~ except for the following restrictions:
(1) Grant funds may not be used for any

purpose contrary to the regulations and policies
of the Division of Regional Medical Programs
or the grantee or the affiliated institutions.

(2) Gmnt funds may be transfeg-ed be-
tween budget categories within projects or activ-
ities onIy to the extent that no substantial change
in any such project is made by the transfer (see
changes in approved program, page 12) . Budget
changes between projects or other identified activ-

ities however, require written approval of the
Division of Regional Medical Programs. Rebudg-

eting should not be done within the period be-
tween submiwion of a continuation application

and receipt of the award, and required special
justification and written approval from the Divi-

sion of Regional Medical Programs under excep

tional circumstances.

Refunds–D1lring the progr;tm period, refunds

and rebates should be credited to the grant ac-
count. Credits receit,ed after the termination of

the program I]eriod shall be returned to the Public
Health Service. Checks should be made payable to

public Health Service, Department of HeaIth,
Education, and l\ ’elfare, and transmitted to the
Division of Regional Medical Programs.

(1) Intems~ and Other Income–Interest or

other income earned on grant funds must be re-

turned to tile Public Health Service.

(2) Royalties and Profits-When the costs

of publishing material are provided from Public
Health Service grants, any royalties or profits up

to the amount charged to the grant for publishing

the material shall be refunded to the Public
Health Service.

Unexpended Balance–No funds may be carried

forward from one budget period to another un-

less:
(1) They are included as part of the budg

et of the continuation grant application, and
(2) The expansion of the Program beyond

that upon which the commitment of funds was
based is cIearly justified in terms of the relevance

of the expansion to the Program areas originally

approved as part of the original grant. Approval

of such a request will frequently require approval
by the National Advisory Council.

Obligations or Expenditures–Obligations, conl-
mitments, encumbrances, or expenditures will nor-

mally be made within the period indicated on the
notice of grant award. Grant. funds may not be

usecl to reimburse any such obligations, commit-

ments or expenditures made prior to the beginning

.tlate of the initial grant for a new or renewal
project. In exceptional instances the grantee may,

at its own risk, prior to the beginning date of a
continuation award, incur expenditures which ex-

ceed existing Division of Regional Meclical Pro-
grams authorization but which are considered es-

sential to the conduct of the Program. The Divi-
sion of Regional Medical Programs’ may allow

reimbursement of such expenditures from the

contirtuati,on grant.

Accounting, Records, and Audit-

(1) Accounting-Accounting for grant

funds will be in accordance with the grantee and/

or affiliated institution accounting practices con-
sistently applied regardless of the source of funds.
Itemization of all supporting expenditures must
lJe recor{iecf in s@icien t. detail to ShOW the exact

nature of expenditures. Each recipient of grant

funds shall keep such records as the Surgeon$ Gen-
eral may prescribe, including records wh,ich fulIy
disdose the amount and disposition by such
recipient of the proceeds of such ,grant, the

total cost of the program or undertaking in

connection with which such grant is made or used,
ancl tile amount of the portion of the cost of the
program or undertaking supplied by other sources,
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and to make such records available as will facil-

itate an etiective audit by. authorized personnel.

Such a system must meet the following criteria:

a. A special grant account, must be estab
lished for each Regional Medical Program grant
and be maintained at the grantee institution desig-

nated on the application. Responsibility for expen-

diture of funds by affiliated institutions must be
assumed by the grantee.

b. The grantee’s accounting” records shall

provide the information needed to identify the
receipt and expenditure of all. program funds

separately for each grant. Expenditures shall be
recorded by the component program and budget

cost categories shown in the approved budget.
c: Each entry in d~e accounting records

at the grantee or affiliated institution shall refer

to the documentation which supports the entry and

the documentation shall be filet-f in such a way that
it can be readily located.

d. The accotmting records shall provide
accurate and current financial reporting irtforma-
tion.

e. The accoiinting system shall possess an

adequate means” of internal controI to safeguard
the assets, check the accuracy and reliability of
the accounting data, promote operational efficiency,
and encourage adherence to prescribed manage-
ment policies.

(2) Records–The financial records, includ-

ing all documents to support entries on the ac-
counting records, must be kept readily avaiIable
for examination by authorized personnel. A’o such
records sha]l be destroyed or otherwise disposed of
within six years after the termination of the

budget period. Unless written approval is obtained

from the Public Health Sel~ice to dispose of the
records, they milst be retained until the audit has
been completed and all q~testions about the expen-
ditures are re-wired.

(3) .4udit–The Department of Health,

Education, and Welfare folIows generally ac-
cepted auditing practices in determining that there
is a proper accounting in tise of gmt funds.

Failure of a grantee to appeal a proposed audit

disallowance within thirty days after receipt of a
written notification will make the action conc]w

sive.

Equipment (Title and Accountability )–TitIe to

equipment purchased with grant funds resides in
the grantee and accountability may be satisfied

after the termination of the grant by the Division

of Regional Medical Programs as long as the
equipment is used to further the objectives of

the Public Health Service. The Division of Re-

gional Medical Programs, however, reserves the
right under unusual circumstances to transfer title
of equipment to the Division of Regional Medi-

cal Programs or ‘to another g-fantee.

Excess, materials and supplies retained by” the

grantee upon termination of the program may be
accounted for under the same terms as equipment.

Reports-

(1) Expenditures Report (Form NIH

92.5-3) –A singIe expenditures report and a singIe
narrative progress report is required to be sub-

mitted by the grantee on behalf of all affiliated
institutions to the Division of Regional Medical
Programs for each bisdget period of the program
period. If the grantee fails to submit an expendi-

tures repol~ within 120 days after the end of each
budget period, future awards for that activity may
be withheId.

A supplemental grant forms a part of the exist-
ing grant and onIy one expenditure report need be
submitted on the combined grants.

(2) Time or Effort Report–Charges for
salaries and wages of individuals other than
members of the professional staff will be sup

ported by time and attendance and payroIl distri-

bution records. For members of the professional
staff, quarterly estimates of the percentage distri.
bution of their total effort must be used as support

in d~e absence of actual time records. Time and
effort reports are not to be sent to the Division of
Regional Medical Programs but must be retained
by the grantee and must be made available for in-

spection by the Public Health Service staff.

MisceIlaneous-

(1) Safety Precautions–The Public Health
Semite assumes no responsibility with respect to
accident, claims or ilhtess arising out of any work

undertaken with the assistance of a Public Health
Set-vice grant. The grantee institution is expected

to take necessary steps to insure or protect itself
and its personnel.

(2) Federal Income Tax–Determination

of a tax status of an individual receiving compen-

sation in any fo~m from the Public Health Service
grant is the responsibility of the Internal Re~enue

Semite.

(3) Military Service-Tile Public Health

Service “~~’ill not intercede on behalf
vidual in relation to military status.

of an indi-
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Chapter IV

PREPARATION AND
REVIEW OF APPLICATIONS

I. Types of Applications

A. New Applications

New applications are submitted by Regional

Medical Programs for initial planning grants or
initial operational grants.

B. Supplemental Applications

The supplemental application requests funds

for a specific grant period for the expansion of
- activities already funded andlor the addition of

new activities. The supplemental application may

request expansion of central functions of the
Regional Medical Program, such as coordinating,

planning, evaluation, and for administrative staff.”

The application may request funding for new
operational projects for incorporation into the

RegionaI Medical Program. Supplemental applica-

tions may be submitted at any time during the
specific period of the grant they are to supplement.

C. Continuation Applications -

This application requests support for an addi-
tional budget period included in the program
period specified in the current statement or award.

D. Renewal Applications

This application requests support for an exten-
sion of a Regional Meclicnl Program beyond the
program period.

E. Applications for Revision

These are applications which propose substantial
program modification in already funded projects
or activities. ““

11. General Format For All Applications

A. Form

Application form NIH-92.5-I (Revised May
1966) is used for all grant applications and may be
obtained on request from the Grants Re~iew
Branch, Division of Regional Medical Programs,

National Institutes of Health, Bethesda, Maryland

20014. Specific instructions for completion accom-

pany the form.

B. Budget

A specific justification of the budget estimate

must be supplied and must include enough specific
information to support the actua~ amount of

funds requested. Allowable budget costs are de-

scribed in Chapter III. The presentation of the
budget and its justification shoulcl be clear and
well organized, and the computations carefully

checked for accuracy. In all requests for support
beyond one year, the budget is presented in two
parts-the detaiIed presentation of the amounts

requested for the first budget period (usually

twelve months) and an estimated projection of

funds needed for each of the subsequent budget
periods for which a commitment of support is
requested. Tl~e projections should be estimated as
realistically as possible on the basis of the first year
level less non-recurring costs, such as fixed equip-

ment and renovation and alteration costs. Increases
to provide for program expansion, regular salary
increments and phasing of projects should be fully

explained. The budget for the initial year of a

project should make realistic allowance for antici-
pated delays in recruiting staff for the project.

C. Narrative
The bedy of each application will consist of a

narrative, which provides the full justification for

the request and relates the proposal to the objec-
tives of the Regional Medical Program.

D. Supporting .Documents

Applications will include necessary supporting
documents, such as statutory or regulatory. assur-

ances, curricula vitae of the persons involved, and

other supplementary information.

III. Specific Format

A. Planning Application

The planning grant application should include
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a narrative justification for tl~e proposed Region

including appropriate demographic and descrip

tivi data which support the preliminary delinea-
tion of the Region, background and history of the

proposed Regional Medical Program, including a
description of relationships of adjacent Regions,

descriptions of the proposed organizational struc-

ture and how it will function, the nature of the
Regional Advisory Group and how it was selected,
and a description of how the planning activities
will contribute to the goal of the Regional Medi-

cal Program in terms of the seven elements of the

process of regionalization described in Chapter H.

B. Planning SuppIemental Application

The namative in this application should include

a description of pIanning progress to date, why
currently availafde planning funds are insufficient,
and a description of the expanded planning ac-
tivities which would result from tile supplemental

funding being requested. This application should
be accompanied by current budget information
about the ongoing grant which gives expenditures
to date and projected expenditures to the end of

the budget period ancl which supports the need for
additional funding.

C. New Operational Grant

An application for an operational grant must
include notification of the approval of the Re-
gional Adkisory Group as required by the Act.

This notification must bear an original signature

of the chairn]an and shouId be placed prominently
in the application. Assurances such as those having
to do with civil rights, human experimentation,
and other assurances not ah-eady on file with the

Division should be attached as appendices and will

be maintained on file by the Division of Regional
hfedical Programs. The narrative of the opera-

tional grant application should cover the follow-
ing general points:

1. A restatement of the justification of the

region and description of retieline:ltion, if per-

tinent, for accomplishing the purposes of the
operational RegionaI Medical Progmm.

2. Accomplishments under the program sup-
ported by the planning grant anti the specific re-

suits of the planning process that Ied to the devel-
opment and submission of the operational request.

3. A compiete tiiscussion of tlie conceptual

strategy for carrying out the process of regionaiiza.
tion directeti towarti’ the goal of improved patient
care as cfe~crihe(i in Chap[er II. This description

must include the relationship of the proposed

operational progtam to the continued planning ac-

tivities and, to ,the extent possibIe, in the context

of the specific elements described in ,.Chapter H.
4. A description of Program organization,

staffing, leadership capability,. and decision-making
mechanisms should be included.

hz addition to thew generaI considerations, the

applications for operational grants should include
descriptions of the indi~’idual projects. The gen-
eral narrative should pro~ide the basis for relating
the specific projects to the overall development of

the Program and silould enable the review groups

to reach the conclusion that the Program ilas a
unified strategy and is not a group of unrelated

projects. Separate budgets should be included for
each project with a budget justification and where
appropriate an identification of the planning
group or subcommittee within tile Regional Medi-

cal Program that may ilave participated in develop-
ing tile particular project. The narrative descrip
tion for the project should cover.

1. Justification of tile contribution to the

overall Regional hfedicai Program
2. Relationship to planning and to other

operational projects already undertaken, as well as

continued planning ami operational activities
3. The anticipated rate of implementation

of the project
4. The contribution of the individual p~oj-

ect to the process of regionaiization described in
Chapter II

5. Supporting (iocuments for each project,
such as curricula vitae of principal staff members,
project directors, their ]ending assistants. These

shouki he brief and the list of puiiications should
be limited to the past five years.

D. Supplemental Operational A.ppiication

This application requests expansion of the ac-

tivities or projects aIrexiy funded under the oper-
ational grant or proposals for other projects inte-

grateci into dle Regional fifedical Pro-g~am. The

supplemental application needs to relate the pro-
posed additional activities or expansion to the
gelleral developnlen t of the Regional hfedical Pr@

gram as describe[i in the narrative for the initial

Operittion:)l application. The supplemental appli-

ca lion shoLlld summarize for the reviewers the
cieveloprnents in the Regional Medical Program

since l>refious app]ica”tions or progress reports were
submitte(i to the Division. The detail of this sum-
mary wili ciepemi upon the time which has



e]apsed since such information was previously sup-

plied to the Division. Projects proposed in the sup-

plemental application should be described in the
same terms that are outlined above (see C). Any

additional assurances required because of new ac-

tivities proposed should be included along witli the

documentation of the approval of the Regional

Advisory Group inchtding the original signature
of the chairman.

E. Continuation Application

Application for continuation of Programs be-

yond the current budget period into budget

periods for which support was commitfed in the

original grant award mttst be submitted not less

than thirty days prior to the end of each budget
year within the approved program period. Detailed

instructions for completion of the continuation

application will be supplied to the grantee ‘by the

Div’ision staff approximately three months prior
t.o expiration of the budget period. Such an ap
plication will include:

1. The progress report (see Chapter IH}

2. The required annual report of the Re-
gional Advisory Group (see Chapter 111)

3. An Annual Invention Statement

4. An estimated Stztement of Expenditures

(NIH 925-3) for the current year based on the
totai budget as set forth in the current N’otice of

Grant Awarded (NIH 925-2) and on each project.
included within an operational grant.

Funds remaining from a specific grant period
may not be used unless:

1. They are justified as a part of the budget

of the continuation g-rent application, and

2. The expansion of the Program beyond

the original commitment of funds is clearly justi-
fied in terms of its relevance to the program areas
funcled in the original grant. Such a request will

frequently require approval by the National Ad-
visory Council.

F. Application for Renewal Grant

A renewal application must be submitted for
continued support beyond the completion of the
committed program period. These applications are
essentially identical to new applications except that
the narrative must include a summary of the prog-
ress made during the entire previous program

period and an assessment of the status of the

Regional Medical Program at the time of the a]>
plication.

G. Applica~ion for Revision

Applications for revisions request permission to

use already awarded grant funds for activities or

projects which are substantially different from

those presented in the application upon which the
award was based. The limitations on budget revi-

sions are discussed in Chapter 111. Any substantial

revision in a Program approach or project content

whether or not they require budget revisions re-

quires written approval of the Division of Re-

gional Medical Programs and must be discussed

with the Division. If a substantial change is pro-

posed, it should be presented in the format of a
supplemental application.

IV. Application Procedure

A. Schedule

Applications to the Division of Regional Mecli-

cal Programs may be submitted at any time. A date

set approximately six weeks prior to each meeting
of the Regional Medical Program Review Com-
mittee is set as the limit for receipt of applications

for the review cycle initiated by that meeting.

There are usually four such cycIes each year. A
calendar of these dates anti the dates of all Review

Committee and the National Advisory Council

meetings is kept current for at least one full year

in advance and distributed regularly to all progriim
coordinators.

B. Number of Copies

Applicants are requested to submit twenty copies

of an application.

C. Style i
Applicants should adopt a typographic style

which will permit stapling or binding in a three-

ring binder. Each page should be suitable for pho-
tographic reproduction. The narrative should be

typeci single spaced to conserve space.

V. Review Process

As had been described earlier, each region de-

velops for itself a regional advisory group whose

review and approval of projects contained in oper-
ational applications is required by statute. For

other types of applications, while endorsement by
the regional :I{lvisory ,group is not a statutory

necessity, its inclusion in the application is highly
recommenced as evidence of the effective involve-
ment of this group.

A. Receipt of Application

I\Then the application is recei~ed by the Division



of Regional Medical Programs, an initial review

for accuracy and compliance with regulations and

policies is undertaken. Copies are routinely sent to
designated liaison personnel in the related categor-

ical institutes of the National Institutes of Health
and to other bureaus of the Public Health Service.

In the case of operational applications, individual
projects are referred for specific technical evalua-

tion to other program elements within the Service

tives and consultants who represent specialized
competencies. Site visits are arranged from four

to six weeks in advance by staff of the Division of

Regional Medical Programs. In the case of opera-
tional applications, the visits require from one to
two days. At the conclusion of the visit, the site

visit team draws up a report which is presented at
the next Review Committee meeting or to the
National Advisory Council.

and in other agencies. D. Review by NationaI Advisory Council

B; Review by Regional Medical Program’
Review Committee

Review by this multidisciplinary group consti-

tutes the initial review of the application. Ret’iew

Committe5 meetings are scheduled regularly to
review and evaluate the professional aspects of all

RegionaI Medical Program application% consider
reports of staff, outside reviewers and site visit

teams, and recommend time and amount of sup
port to Council for its consideration at a subse-
quent meeting. The Review Committee partici-

pates in site visits to Regions which are made fre-
quently in the case of planning applications and
routinely for operational applications. In the more

complex operational applications, the review cycle
may not be complete until a second review by the

Committee has taken place. This may be occa-
sioned by problems raised by technical reviewers,
overlap with other programs, feasibility y of pro

posals and other relevant program considerations.

C. Site Visits

Site visits are made routinely in the case of

operational applications and as determined by the

Committee or Council for other applications. The

purpose is to permit a personaI in-depth presenta-

tion of the applicant’s proposals to a group of dis-

interested consultants. A site visit team is usuaIly

made up of members of the A’ational Advisory

Council, the Review Committee, staff representa-

The final re~’iew of applications is by the Na-

tional Advisoq Council. The Council considem
the recommendations and findings of the Review

Committee including the full array of material
assembled during the entire review process. The

Council’s final recommendation, required by t-he
law before a grant can be awarded, concerns the
application as a whole and includes a recommenda-

tion of the overalI grant amount. Where still

further exchange of information is considered
necessary to resoIve major questions, a further

Council site visit may be arranged.

E. Approval and Award

After the Council’s recommendations are made,

Division of Regional Medical Program staff meet
representatives of the applicant Region, and relate
the Council’s concerns and recommendations in

detail. The applicant will be informed if certqin
proposed projects have been specifically disap-
proved. If the recommended amount has been re-

tiuced below the amount requested for those proj-

ects or activities not specifically disapproved, the
applicant has the opportunity to return to its own
decision-making group, to reassess priorities, and

to submit a budget which redistributes the recom-
mended amount among its approved projects or
component activities. h. is on the basis of this re-

submitted buclget witl~ the projects it covers that
a grant is made and that the program for the
budget period is set.
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GLOSSARY

10

2.

3.

..

4.

5.

6.

7.

8.

1

(

Act (Public Law 89-239 or Title 1X)

;S’ th~ Heart Disease Cancer, and Stroke

ariierdments of 196: to the Public Health

Service Act.

Affiliated Agency (See Agency)

Agency (institution)

Cooperating
is an agency (institution) which has indicated

its willingness to cooperate in a Regional

Medical Program.

Affiliated
is a cooperative agency (institution) which is

the recipient of TitIe 1X grant funds from
the grantee. (This does not include profit

making organizations or payment made for

the use of facilities or services rendered.)

Agreement of Affiliation

is the written agreement between the grantee

and each afiliated agency which assures both

the grantee and the Public Health Service
that funds awarded under the Act will be used
in accordance with Public Heahf~ Service

pcdicies and procedures. ‘

Applicant
.

is the public or nonprofit corporate organiza-

tion or institution which submits a request for
funds under the Act and which proposes to
become the grantee.

4pprovecl Program

is comprised of the activities which the appli-

cant has submitted to the Federal Government

for funding and which have been recom-
mended to the Surgeon General for approved
by the National Advisory Council on Regional

Medical Programs.

3udget Period

is the period of time covered by a specific

budget, usually twelve months.

llinical Research Center

is an institution (or part of an institution)
the primary function of which is research,

training “of specialists, and demonstrations;

and which, in connection therewith, provides

specialized, high-quality diagnostic ancl treat-
ment services for inpatients and outpatients.

9. Construction

10.

11.

12.

13.

14.

is alteration, major repair (including the

restoration of an existing building to a sound

state), and renovation of existing buildings

(incIuding initial equipment thereof) and re-
placement of obsolete, built-in equipment

(equipment affixed to the facility and cus-

tomarily included in the construction con-

tract) of existing buildings.

Continuation Grant (See Grant)

Cooperating Agency (See .~gency)

Division of Regional Medical Programs

is the Division of the A’ationaI Institutes of

Health which is principally responsible for

the administration of the Act.

Feasibility Studies

are those activities, supported as a portion of

a planning grant, the principal purpose of
which is aimed at assessing the workability
and utility of particular program elements.

Grant

Planning

is a grant authorized by Sectiori 903 of the
Act which is made to assist in the planning
and development of a RegionaI Medical Pro

gram.

Operational
is a grant authorize] by Section 904 of the Act

which is made to assist in the establishment or

operation of a Regional Medical Program.

Supplemental
is a grant which provides support for expan-

sion of existing, previously funded, or new
program eIements.

Continuation

is a grant which provides support for an addi-

tional budget period included in the program

period specified in the current statement of
award.
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I5.

16.

17.

18.

I9.

20.

i

[

(

Renewal
is a grant which provides for the extension of

a Regional Medical Program beyond the pro-

gram period.

Grantee

is the public or nonprofit institution, agency

or corporation which is the recipient of grant
funds under the Act.

Hospital
is a general, tuberculosis, or other type of

hospital and relateci facility, such as a lab-
oratory, outpatient department, (nurses’ home

facility) and central service facility operated

in connection with hospitals or other health
fac~ities in which local capability for diag-
nosis and treatment is supported and aug-

mented by the program established under the
Act, but does not include any hospital furnis-
hing primariIy domiciliary care.

Institution (See Agency)

Maintenance of Effort

is the principle, which applies to Federal

funds paid pursuant to any operational grant, -
requiring that grant funds will not supplant

funds that are otherwise available for estab-

lishment or operation of the Regional N4edi-
cal Program.

Medical Center

is a medical sclmol or other medical institu-

~ion involved in postgraduate medical train-
ing and one or more hospita]s affiliated there-
with for teaching, research, and demonsn-a-
:ion purposes.

National Advisory Council on
Regional Medical Programs
s the body autllori~ed by Section 905 of the
~ct which shaIl ac?vise and assist the Surgeon

General in the preparation of regulations for,
md as to policy matters arising with respect
.o, the administmtion of the .~ct. The Coun-

cil shall be comprised of the Surseon General,
who shalI be the chairman, and twelve n~etn-
bers who are Ieaders in the fields of the fttn-

damen tal Kiencest the medical sciences, or

public affairs. At least two shall be practicing
physicians, one Sllilll be outstanding in the

stlldy, diagnosis, or Irealmcnt 0( heart clisease;
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28.

29.

(

i

i
c

1

i

[

1

1

i
fi

one shall be outstanding in the sttidy, diag-
nosis, or treatment of cancer; and one sha!l be
outstanding in the study, diagnosis, or treat-

ment of stroke. The Council shall consider
all applications for grants under the Act and
shall make recommendations to the Surgeon
Genetzdl With reSpeCt to apprOVal of applica-

tions for and amounts of grants under the Act.

lNonprofit Status
is any institution or agency which is owned
and operated by one or more nonprofit corpor-
ations or associations no part of the net ear-
ning of which inures, of may lawfully inure,
to the benefit of any private shareholder or
individual.

Operational Grant (See Grant)

Planning Grant (See Grant)

Practicing Physician

is any physician licensed to practice medicine

in accordance with applicable state laws and

currently engaged in the diagnosis and treat-
ment of patients.

Program Coordinator

is the person ~~.ho bears the principal adminis-
trati~e responsibility for the overall coordina-

tion of the Regional TvfedicaI Program. ‘

Program Period

is the period of time for which new anti/or

continuing support under the Act has been
recommended by the hTational Advisory Coun-
:il on Regional Medical programs, not exceed-

ng fi~e years.

Progress Report

!s the annual report submitted to the Division
}f Regional Medical programs by the grantee .
rhich describes the progress, accomplishments

]nd problems of the Regional Medical Pro-

pam.

Project

s a p~rtictdar activity which is undertaken by

he Regional Jfedical Program as an integral

~art of its overall operational program,

Region

s a ~cogm]jllically and~or functionally de-

inecf area wllicll the Surgeon General cIeter-



mines forms an economic and socially related
region, taking into consideration such factors
as present and future population trends and

patterns of growth; location and extent of

transportation and communication facilities

and systems; and presence and distribution

of educational, medical, and healdl facilities
and programs.

30. Regional Advisory Group
is the group designated by the applicant (and

the institutions cooperating in the Regional
Medical Program) to advise them concerning

the establishment and operation of their

Regional Medical Program. Such groups shall

consist of practicing physicians, medical cen-
ter officials, hospital administrators, repre-

sentatives from appropriate medical societies,

voIuntaty health agencies, and representatives

of other agencies, organizations, and institu-
tions concerned with activities of the kind to

. be carried out under the Program, and mem-
bers of the public familiar with the need for

the services provided under the Program.

31. Regional Cooperative Arrangement
(See Regionalization)

32. Regional Medical Program
is dte cooperative arrangement among the
health resources of a region the purpose of
which is to make available to all diose per-

sons within the region the best possible patient
care for heart disease, cancer, stroke and re-
lated diseases through research, training, and

demonstration of patient care.

33. Regionalization (Regional
Cooperative Arrangement)
is the process whereby the region moves to-

ward its goal of improved patient care for

those suffering from heart disease, cancer,
stroke, or related diseases.

34. Related Diseases

are those diseases which can reasonably be con-
sidered to bear a direct relationship to heart
disease, cancer, or stroke.

35. Renewal Grant (See Grant)

36. Report
is the Surgeon General’s Report on Regional

Medical Programs to the President and the

Congress required by Section 908 of the Act.

37. Review Committee
is a formally established Public Health Service

review committee which performs the initial
review of grant requests uncier the Act.

38. Site Visit
is an official visit to a Region by persons from
either or both the National Advisory Council

on Regional Medical Programs and the Re-
view Committee the principal purposes of

which are to make judgments concerning pro-
posed or ongoing activities of the Regional
Medical Program and to enable both the site

;’isitors and the Region to better understand

Regional Medical Programs.

39. Supplemental Grant (See Grant)

40. Surgeon General
is the Surgeon General of the Public Health
Service.

41. Title IX (See Act)

42. Unexpended Balance
is the balance of funds remaining in the
grant account at the end of each budget
period.



APPENDIX 1
,,

PUBLIC LAW 89-239
89TH CONGRESS, S. 596

OCTOBER 6, 1965

AN ACT

Heart Disease,Cancer, and Stroke Amendments of 1965

To amend the Public Health Service Act to assist in combat-
ing heart dkcase, cancer, stroke, and related d~ases.

Be it enacted by the Senate and House of Representatives

oj the United States of America in Congress assembled, That
this Act may be cited as the “Heart IJise.ase,Cancer, and
Stroke Amendments of 1965,”

SEC.2. The Public Health .Sm’ice Act (42 U.S.C., ch. 6A)

is amended by adding at the end thereof the following new

title:

“’TITLE 1X-EDUCATION, RESEARCH, TRAINING, AND

DEMOIWTRATIONS IN THE FIELDS OF HEART DIS-

E.4SE, CANCER. STROtiE. AND RELATED DISEASES

“Purposes

“SEc. 900. The purposes of (his tide are-

“ (a) Through ‘grants, to encourage and assist in the estab-
lishment of regional cooperative arrangements among medi-

cal schools, research institutions, and hospitah for research

and training (including continuing education) and for re-

lated demonstrations of patient care in the fields of heart
disease, cancer, stroke, and related diseases

“’(b) To afford to the medical profession and the medical
institutions of the Nation, through such cooperative arrange-

ments, the opportunity of making available to their patients

the latest advances in the diagnosis and treatment of these

, iiseases; and

““(c) By these means, to improve generally the health

manpower and facilities available to the Xation, and to ac-

complish these ends svithom interfering with the patterns, or

the melhods of financing, of pstient care or professional

practice, or with the administration of hospitals, and in co.

operation with practicing physicians, medicd center officials,

hospital administrators, and representati~es from appropriate

voluntary health agencies.

“Authorization of Appropriations

“SEc. 901. (a) There are authorized to be appropriated

$50,000,000 for the fiscal year ending June ?0, 1966, $90,000,-

000 for the fiscal year ending June 30, 1%7, and $200,000. -

000, for the fiscal year ending June 30. 1963, for grants to

assist public or non-profit private universities, medical

schocds, research institutions, and other public or nonprofit

private institutions and agencies in planning, in conducting

feasibility studies, and in operating pilot projects for the es-

tablishment of regions! medical programs of research, train-

ing, and demonstration activities for carrI ing out the pur-

poses of this title. Sums appropriated under this section for

an} fiscal year shaI[ remain arailable for making soch grants

until the cnd of the fiscal year “following the fiscal year for

which the appropriation is made.

“ (b) A grant under this title shall be for part or ail of the

cost of the planning or other activities with respect to which

the application is made, except that any such grant with
respect to construction of, or provision o,f built-in (as deter-

mined in accordance with regulations) equipment for, any

facility may not exceed 90 per centum of the cost of such

construction or equipment.

“ (c) Funds appropriated pursuant to this title shall not be
available to pay the cost of hospital, medical, or other care

of patients except to the extent it is, as determined in ac-

cordance with regulations, incident to those research, train-

ing, or demonstration activities which are encompawd by

the purposes of this title. h’o patient shall be furnished

hospital, medical, or other care at any facility incident to re-

search, ttaining, or demonstration activities carried out with

funds appropriated pursuant to this title, unless he has been

referred to such facility by a practicing physician.

“Definitions

‘“SEC.902. For the purposes of this title–

‘“(a) The term ‘regional medical program’ means a coop-

ezatiye arrangement among a group of public or nonprofit

private institutions or agencies engaged in research, train-

ing, diagnosis, and treatment relating to heart disease, cancer,

or stroke, and, at the option of the applicant, related disease

or diseasex but ordy if such group--

“ (1) is situated within a geographic area, composed of

any part or parts of any one or more States, which the

Surgeon Genesal determines, in accordance with regula-

tions, to be appropriate for carrying out the purpo~s of

Lhis tide;

“ (2) consists of one or more medical centers, one or

more clinical research centers, and one or more hospita]$

and

“’(3) has in effect cooperative arrangements among its

component units which the Surgeon General finds will be

adequate for effectively carrying out the purposes of this

title.

“ (b) The term ‘medical center’ means a medical school or

other medical institution iovolvcd in postgraduate medical

training and one or more hospitals affiliated therewith for

teaching, research, and demonstration purposes.

“ (c) The term ‘clinical research center’ means an insti-

tution (or part of an institution) the primary function of

which is research, training of specialists, and demonstrations

and which, in connection therewith, provides specialized,

high-quality diagnostic and treatment services for inpatients

and outpatients.

“ (d) The term ‘hospital’ means a hospital as defined in

section 625 (c) or other hcalt h facility in which local ca pa-

bility for diagnosis and treaLment is supported and aug-

mented by the program established under this title.

“ (e) The term “nonprofit” as applied to any institution or

agency means an institution or agency which is owned and

operated by one or more nonprofit corporations or associa.
tions no part of the net earnings of which inures, or may
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lawfulI~ inure, to the benefit of any private shareholder or
individual.

“ (fj The term ‘construction’ includes alteration, major

repair (to the extent permitted by regulations) , remwfeling

and renovation of existing buildings (including initial equip-

ment thereof), and replacement of obsolete, built-in (as

determined in accordarice with regulations) equipment of

existing building.

“Grants for Planning

“SEC. 903. (a) The Surgeon General, upon the recom-

mendation of the National Advisory Council on Regional

kfedical Programs established by section 903 (hereafter in

this title referred to as the ‘Council?, is authorized to make
grants to public or nonprofit private universities, medical

~chools, re&arcfr institutions, and other public or nonprofit

private agencies and institutions to assist them in planning

the de~elopment of regional medical programs.

‘“(b) Grants under this section may be made only upon

appli~tion therefor approved by [he Surgeon General. Any
such application may be approved only if it contains or is

supported by-

“’(1) reasonab~e assurances that Federal funds paid pur-

suant to any such grant will be used only for the pur-

. poses for which paid and in accordance with the appli-

cable provisions of this title and the regulations there-

under

‘6(2) reasonable assurances that the applicant will pro-

tide for such fiscal control and fund accounting procedures

as are required by the Surgeon GeneraI to assure proper

disbursement of and accoun~ing for such Federal funds:

4’(3) reasonable assurances that the applicant will make

such reports, in such form and containing such informa-

tion as the Surgeon General may from time to time reason-

ably require, and will keep such records and afford such

access thereto as the Surgeon General may find necessar?’

to assure the correctness and verification of such reports;

and

“ (4) a satisfactory showing that the applicant has desig

natcd an advisory group, to advise the applicant (and the

institutions and agencies participating in the resulting

regional medical program) in formulating and carrying

our the plan for the establishment and operation of such

regional medical program, which advisory group includes

practicing physicians, medical center officials, hospital ad-

ministrators, representatives from appropriate medical

societies, voluntary health agencies, and rcpresen tatives of

other organizations, institutions, and agencies concerned
with activities of the kind to be carried on under the pro-

gram and members of the public familiar with the need

for the services provided under the program.

“Grants jor Establishment and Operation of Regional

lfedical Programs

“’SEC. 904. (a) The Surgeon General, upon the recom-

mendation of the Council, is authorized to make grants to

public or nonprofit private universities, medical schools, re-

search institutions, and other ptcbIic or nonprofit private

agenaes and institutions to assist in establishment and oper.

ation of regional medica~ programs, including construction

and equipment of facilities in connection therewith:

“ (b) Grants under this section may be made only upon

aPPlkation therefor “approved by the Surgeon CeneraL Any

such application may be approved only if it is recommended

by the advisory group described in section 903 (b) (4) and

contains or is supported by reasonable assurances that—

“ (1) Federal funds paid pursuant to any such grant

(A) will be used only for the purposes for which paid and

in accordance with the applicable provisions of this tit~e

and the regulations thereunder, and (B) will not supplant

funds that are otherwise available for establishments or

operation of the regional medical program with respect to

which the grant is made;

“ (2) the applicant wiIl provide for such fiscal control

and fund accounting procedures as are required by the

Surgeon General to assure proper disbursement of and

acc&nting for such Federal fu-nds;

“ (3) the applicant will make such reports, in such form

and containing such information as the Surgeon General

may from time to time reasonably require, and will keep

such records and afford such access thereto as the Surgeon

General may find necessary to assure the correctness and

~erification of such reports; and

“ (4) any laborer or mechanic employed by any contrac-

tor or subcontractor in the performance of work on any

construction aided by payments pursuant to any grant

under this section will be paid wages at rates not less than

those prevailing on similar construction in the locality as

determ-ined by the Secretary of Labor in accordance with

the Davis-Bacon Act. as amended (40 U.S.C. 276a—276a-5) ;

and the Secretary of Labor shall have. with respect to the

labor standards specified in this paragraph, the authority

and functions s-et forth in Reorganization Plan h’umbered

14 of 1950 (15 F.R. 3176; 5 f,r.S.C. 1332-15) and section 2

of the Act of June 13, 1934, as amended (40 U.S.C. 276c) .

“National Adcisory Council on Regional Medical Pro-
grams

Appointment of members.
Wc. 905. (a) The Surgeon General. with the approval of

the Secretary, may appoint, without regard to the civil

service laws, a National Advisory Council on Regional Medi-

cal Programs. The Council shall consist of the Surgeon Gen-

eral. who shall be the chairman, and twelve members, not

otherwise in the regular full-time employ of the United

States, who are leaders in the fields of the fundamental

sciences. the medical sciences, or public affairs. At least two

of the appointed members shall be practicing physicians, one

shaiI be outstanding in the study, diagnosis, or treatment of

heart disease, one shall be outstanding in the study, diag

nosis, or treatment of czmcer, and one shall be outstanding

in the study. diagnosis, or treatment of stroke.

Temr of office.
““(b) Each appointed member of the Council shall hold

office for a term of four years, except that any member ap-

pointed to fill a vacancy prior to the expiration of the term

for which his prcrteccssor was appointed shall be appointed

for the remainder of such term, and except that the terms of

office of the members first taking office shall expire, as iiesig

nated by the Surgeon General at the time of appointment,

four at the end of the first year, four at the end of the

second year. and four at the end of the third year after the

date of appointment. An appointed member shall not be

eligible to acme continuously for more than two terms.

Compensation.
““(c) Appointed members of the Council, while attending
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meetings or conferences thereof or otherwise serving on

business of the Council, shall be en~itled to receive compen-

sation at rates fixed by the Secretary. but not exceeding .S100

pr day, including traveltime. and while so *Jv@ awaY

from their homes or regular places of business they may be

aIJowed travel expenses, including per diem in lieu of sub-

sistence, as authorized by section .5 of the Administrative Ex-

penses Act of 1946 (5 U.S.C. 73b-2) for persons in the Gov-

ernment service emploYed intermitted tlY.

Application for grants, recommendations.
“ (d) The Council shall advise and assist the Surgeon

General in the preparation of regulations for, and as to

poli~ matters arising with respect to, the administration of

this tide. The Council shall consider” all applications for

grants under this title and shall make recommendations to

the Surgeori General with respect to approval of applica-

tions for and the amount of grants under this title.

“Regulations

Wc. 906. The Surgeon General, after co&sltation with

the Council, shall prescribe general regulations covering the

terms and conditions for approving applications for grants

under this ti!le and the coordination of programs assisted

under this title with programs for training, rezearch, and

demonstrations relating to the same diseases assisted or

zuthorizccf under other titles of this Act or other ACM of

Congress.

“Information on Special Treatment and Training Centers

“.SEc. 907. Tbe Surgeon General shaIl establish, and main--

rain on a currcot basis, a list or lists of facilities in the

~nited States cqnipped and staffed to provide the most ad-

~anced methods and techniques in tbe diagnosis and treal-

ment of heart disease. cancer, or stroke, logether with such

related irrfornmtion, including the availability of ad~anced

specialty training in such facilities, as he deems useful, and

shall make such list or lists and related information readily

available to licensed practitioners and other persons requir.

ing such information. To the crrd of making such list or lists

and other information most useful. the Surgeon General

shall from tirnc to time consult with intcrcstcd national pro-

fcssiondl organizations.

Report to President and Congress

..SEC. 90S. On or before June 30, 1967, the Surgeon General

after consultation with the Council, shall submit to the .Scc-

retary for transmission to the President and then to the

Congress, a report of the activities under this title together

witi- (1) a s~atement of the relationship between Federal

financing and financing from other sources of the activities

undertaken pursuant to this titIe, (2) an appraisal of the

activities assisted under this title in the Iight of their ef-

fectiveness in carving out the purposes of this title, and (3)

recommendations with respect to extension or modification

of this title in the light thereof.

“Records and Audit

“SEC. 909. (a) Each recipient of a grant under this title

shall keep such records as the Surgeon General may pre-

scribe, including records which fully disclose the amount and

disposition by such recipient of the proceeds of such grant,

to total cost of the project or undertaking in connection with

which such grant is made or used, and the amount of that

portion of the cost of the project or undertaking suppIied by

other sources, and such records as will facilitate an effective

audit. ,.

“ (b) The Secretary of Health, Education, and Welfare and

the Comptroller General of the United States, or anY of their

duIy authorized representatives, shall have access for the

purpose of audit and examination to any books, documents,

papers, and records of the recipient of any grant under this

~itie which are pertinent to any such grant.”

“SEc. 3. (a) Section 1 of the Public Health Service Act is

amended to read as follows:

“SmrIoN 1. Titles I to IX, incIusive, of this Act may be

cited as the “Public Health Service Act’.”
(b) The Act of July 1, 1944 (58 Stat. 6$32), as amended, is

further amended by renumbering title K (as in effect prior

to the enactment of this Act) as title X, and by renumbering

wctions 901 through 914 (as in effect prior to the enactment

of this Act) , and ~efcrences thereto, as sections 1001 through

IO14, respectively. \

APPRO1’ED OCTOBER 6, 1965, 10:15 A.M.

Legislirtioe Hisiory:

House Report No. 963 accomparr)’ing H.R. 3140 (Comm. on

Interstate and Forcigo Commerce) .

%natc Report No. 368 (Comm. on Labor and Public I\Tel-

fare) .

Coogrcssional Record, 1’oL 111 (1965) :

]unc 25: Considered in Serrate.

June 28: Considered and passed Senate.

Sept. 23: H. R. 3140 considered in House.

Sept. 24: Considered and passed House, amended, in lieu
of H.R 3140.

Sept. 29: Senate concurred in House amendments,
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XPpENDIX 2

(a) kfeet the requirements of section 903 or 904 of theREGULATIONS

REG”IONAL MEDICAL

PROGRAMS

MARCH 18, 1967

SUBPART E–GRANTS FOR

REGIONAL MEDICAf- PROGR.%MS

(Added 1/18/67, 32 FR 571.)

AUTHORZTK The provisions of this Subpart E issued

under see, 215, 58 Stat. 690, sec. 906, 79 Stat. 930; 42 U.S.C.

216, 299f, Interpret or apply sees 900, 901, 902, 903, 904, 905,

909, 79 Stat. 926, 927, 928, 929, 930, 42 U.S.C. 299, 299a, 299b,

299c, 299d,” 299e, 299i.

❑ 54.401 APPLICABILITY.

The provisions of this subpart apply to grants for plan-

ning. establishment. and operation of regional medical pro-

. gtams as authorized by Title IX of the PubIic Health Service

Act, as amended by Public Law IW+39.

❑ 54.402 DEFINITIONS.

(a) All terms not defined herein shall have the meaning

given them in the Act.

(b) ‘“Act” means the Public Health Service Act, as

amended.

(c) “Title IX” means Title 1X of the Public Health

Service Act as amended.

(d) “Related diseases” means those diseases which az

reasonably be considered to bear a direct relationship p to

heart disease, cancer, or stroke. .

(e) “Title IX diseases” means heart diwase, cancer. stroke,

and related diseases.

‘ (f) “Program” means the regional medical program as

defined in section 902 (a) of the Act.

(g) “Practicing ph}siciarr” means any physician licensed

to practice medicine in accordance with applicable State laws

and currently engaged in the diagnosis or trca tment of

patients.

(h) “Major repair” includes restoration of an existing

buiIding to a sound state.

(i) “’Built-in equipment” is equipment affixed to the facil-

ity and customarily included in the construction contract.

(’j) “Advisor~ group” means the group designated pur-

suant to section 903 (b) (4) of the Act.

“(k) “Geographic area” means any area diat the Surgeon

General determines forms an economic arid socially related

region, taking into consideration such factors as present and

future population trends and patterns of growth; location

and extent of transportation and communication facilities

and s~stems; presence and distribution of educational, medi-

cal and health facilities and programs, and other activities

which in the opinion of the Surgeon General are appropriate

for car~ing out the purposm of Title IX.

a 54.403 ELIGIBILITY.

Iri order to be eli@ble for a grant, the applicant shall:

Act;

(b) Be located in a State;

(c) Be situated within a geographic

under the provisions of this subpart for

purposes of the Act.

❑ 54.404 APPLICATION.

area appropriate

carrying out the

(a) Forrru. An application for a grant shalI be submitted

on such forms and in such manner as the Surgeon General

may prescribe.

(b) Execution. The application shall be executed by an

individual authorized to act for the applicant and to assume

on behalf of the applicant all of the obligations specified in

the terms and conditions of the grant including those con-

tained in these regulations.

(c) lkcri~tion of fwogrirm. In addition to any other

pertinent information thitt the Surgeon General may require,

the applicant shall submit a description of the program in

sufficient detail to clearly identify the nature, need, purpose.

plan, and methods of the program, the nature and functions

of the participating institution’s, the geographic area to be

serwed, the cooperative arrangements in effect, or intended to

be made effective, within the group, the justification sup-

ported by a budget or other data, for the amount of the
funds requested, and financial or other data demonstrating

that grant funds will not suppIant funds otherwise available

for establishment or operation of the reginnal medical pro-

gram.

(d) Adui.wry group; e$ksblidtmenl; e,~idence. An applica-

tion for a grant under section 903 of the Act shall contain or

be supported by documentary evidence of the establishment

of an advisory group to provide advice in formulating and

carving out the establishment and operation of a program.

(e) Advisory groti~; u)ember.rhip; descrip(lon. The appli-

cation or supporting material shall describe the selection and

membership of the designated advisory group, showing the

extent of inclusion in such group of practicing physicians,
members of other health professions, medical center officials,

hospital administrators, representatives from appropriate

medical societies, voluntary agencies, representatives of other

organizations, institutions and agencies concerned with ac-

tivities of the kind to be carried on under the program, and

members of the public familiar with the need for the serv-

ices pro”vided under the program.

(f) Construction; purpose, filfln.s, f{ml specifications; nar-

rative descrijs~ion. With respect to an application for funds

to be used in whole or part for construction as defined in

Title IX, the applicant shall furnish in sufficient detail plans

and specifications as well as a ]]arratire description, to indi-

cate the need. rmturc. and purpose of the proposed construc-

tion.

(g) Arfvisq group; reco~t])t~~~jdalio]l. An application for

is grant under scctirm 904 of the Act shall contain or be

supported b} a cop! of the written recommendation of the

advisory group.
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❑ 54.405 TERMS, CO?WMTIONS, rcplaccs such official with another oflicial found by the Sttr-

AND ASSURANCES. geon Ctmeral to be qualified.

Jn’ addition to any other terms, conditions, and assurances 054.406 AWARD.
required by law or imposed hy the Surgeon Ckncral, each Upon recommendation of the National AdvisoryCouncil
grant shall be subject to the folIowing terms, conditions,

and assurances to be furnished by the grantee. The Surgeon
on Regional Medical Programs, and within the limits of

(;cncral may at aliy time approve exceptions where he finds
available funds, the Surgeon General shall award a grant to

that such exceptions arc not inconsistent with the Act and
those applicants whose approved programs will in his judg-

the purposes of the program.
mcnt best promote the purposes of Title IX. In awarding

(a) Use of frtmk The grantee will usc grant funds solely
grants, the Surgeon General shall take into consideration,

for the purposes for which the grant was made, as set forth
among other relevant factors the followin~

in the approved application and award statement. In the
(a) Generally, the extent to which the proposed program

will carry out, through regional cooperation, the purposes of
event any part of tbc amount paid a grantm is found by the

Surgeon Ceneml to have been expended ‘for purposes or by
Title IX, within a geographic area.

any methods contrary to the Act, the regulations of this sub-
(b) The capacity of the institutions or agencies within the

part, or contra~ to any condition to the award, then such
progfim, individually and collectively, for research, training,

grantee, upon being notified of such finding. and in addition
and demonstration activities with respect to Title IX.

to any other requirement. shall pay an equal amount to the
(c) The extent to which the applicant or the participants

United States. Changes in grant purposes may be made only
in the program plan to coordinate or have coordinated the

in accordance with procedures established by the Surgeon
regional medical program with other activities supported

General.
pursuant to the authority contained in the Public Health

Service Act and other Acts of Congress including those re.
(b) Obligation of funds. No funds may be charged against

the grant for services performed or ttmterial or equipment
]ating to planning and usc of facilities, personnel, and equip

delivered, pursuant to a contrict or agrccmcnt entered into
mcnt, and training of manpower.

by the applicant prior to the effective date of the grant.
(d) The population to be served by the regional medical

(c) fnoerrtions or rfi.crmeries. Any grant award hereunder
program and relationships to adjacent or other regional
medical programs.

in whole or in part for m.cuch is subject to the regulations

of the Department of Health, Education. and Welfare as
(e) The extent to which all the health resources of the

set forth in Parts 6 and 8 of Title 45, as amended. Such
region have been taken into consideration in the planning

rcgulat ions shall apply to any program activity for Which -
and/or establishment of the program.

grant funds arc in fact used whctllcr within the scope of the
(f) The extent to which the participating institutions will

program as approved or otherwise. Appropriate measures
utilize existing resources and will continue to seek additional

shaH be taken by the grantee and by the Surgeon General to
nonfederal resources for ca~ing out the objectives of the

regional medical program.
assure that no contracts, assignments, or other arrangements

inconsistent with the grant obligation are continued or en-
(g) The geographic distribution of grants throughout the

Nation.
tcred into and that aII personnel involved in the supported

activity are aware of and comply with such obligation. Lab- ❑ 54.407 TERMINATION.

oratory notes,. related technical data, and information per- (a) Ter))?inalion by the Surgeon General. Any grant

taining to inventions or discoveries rnddc through activities award may be revoked or terminated by the Surgeon General
supportcri bS gmsst funds shall be maintained for such in whole or in part at any time whenever he finds that in
periods, and filed with m otherwise made available to the his judgment the grantee has faiIed in a material respect to

%rgcon Gases-al or those hc may dcsi~narc at such times and comply with requirements of Title IX and the regulations of

in such manner as he may dctcrminc ncccssary to carry out this subpart. The grantee shall be promptly notified of such

such Department rcgula[ions. finding in writing and given the reasons therefor.

(d) Reforls. The grantee shaIl mainmin and file with the (b) Termination by the grantee. A grantee may at any

Surgeon Genera] such progress, fkdi. and other reports, in- time terminate or cancel its conduct of an approved project

eluding reports rsf meetings of the advisom group convened by notifying the Surgeon General in writing setting forth the

before and after aw’ard of a grant under section 904 of the reasons for such term ination.

Act, as the Surgeon Gcnct-al may prescribe. (c) Accounting. Upon any termination, the gmntcc shall

(e) Records refenlion. ill construction, financial, and account for all expenditures and obligations charged to grant

other records relating to the usc of grant funds shall be
funds: Provided, That to Lhe extent the termination is due

rcbdincd until the grantee has rcccived written notice that
in the judgment of the ,%rgcon Ccneral to no fault of the

the records haxc been audited unless a different period is grantee, credit shall be allowed for the amount required to

pcmlittcd or required in writing hS [he Surgeon GencraL wttlc at costs dcmonstra tcd by evidence satisfactory to the

(f) Re@onsible oficial, The official designated in the
Surgeon General to be minimum settlement costs, any non-

a~~]itation M responsible for the coordination of tile pro.
Cancciiablc obli~dtions incurred prior to receipt of notice of

termination.
~rdrn shall continue 10 bc responsible for the duration of the

period for which grant funds are matfe available. The a 54.408 NONfIISCRIMINATION.

grantee shall notify tbc Stltgcms General immediately if such Section 601 of Title VI of the Civil Rights Act of 1964, 42

ofi]cial becomes unavailable to discharge this responsibility. LI..$.C. 2(JO(td, provides that no person in the United States

The Suwcon (;cncral may terminate the ~rant whcncvcr shall. on the ground of race, color, or national origin, be ex-

sucb official shall bccomc thus umtvailablc unlc.ss the grantee eluded from participation in, be denied the benefits of, or be
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subjected co dkcriminatlon tCISaer arz~ pr~ram U, a...,..,

receiving Federal financial assistance. Regulations imple-

menting the statute have been issued as Part 80 of the Title
45, Code of Federal Regulations. The regional medical pro-

gmms provide Federal financial assistance subject to the
civil Rights Act and the regulations. Each grant is subject
to the condition that the grantee shall comply with the re-
quirements of Executive OrcJer 11246,30 F.R. 12319,and the
applicable rtslti, regulations, and procedures prescribed pur.. .
suant thereto.

a 54.409 EXPENDITURES BY GRANTEE.

(a) Allocation of cosf$. The grantee shall ahcate ex-

penditures as between direct and indirect costs in accordance

with generally accepted and established accounting practices

or as otherwise prescribed by the Surgeon General.
(b) Direct costs in general. Funds granted for direct costs

ma}. “be expended by the grantee for personal services, rental

of space, materials, and supplies, and other items of necessary

cost as are required to carry out the purposes of the grant.

The Surgeon General may issue rules, instructions interpreta-

tions, or limitations supplementing the regulations of this

subpart and prescribing the extent to which particular types

of expenditures may be charged to grant funds.

(c) Direct costs; Personal services. The costs of personal

semices are payabIe from grant funds substantiality in pro-

. portion to the time or effort the individual devotes to carw

ing out the purpo% of the grant. In such proportion, such

costs may include all direct costs incident to such services,

such as salan during vaations and retirement and work-

men’s compensation charges, in accordance with the policies

and accounting practices consistency appIicd by [be grantee

to all its activities.

(d) Direct costs; care of $atienk The cost of hospital,

medicd or other care of patients is payable from grant funds

only to the c.tent that such care is-incident to the research,

training, or demonstration activities supported by a grant

hereunder. Such care shall be incident to such activities only

if reasonably associated with and required for die effective

conduct of such activities, and no such care shall be charged

to such funds unless the referral of the patient is docu-

mented with respect to the name of the practicing physician

making the referral, the name of the patient, the date of

referral, and any other relevant information which may be
prescribed by the Surgeon General. Grant funds shall not be

charged with the cost of—

(1) Care for intercurrent conditions (except of an emer-

gency nature where the intercurrent conditions result from

the care for which the patient was admitted for treatment)

that unduly interrupt, postpone, or terminate the conduct

of such activities.

(2) Inpatient care if other care which would equally ef-
fectively further the purposes of the grant could be pro-

vided at a smaller cost.

(3) Bed and board for inpatients in excess of the cost of

semiprivate accommodations unless required for the effective

conduct of such activities. For the purpose of this paragraph,

“semiprivate accommodations” means two-bed, three-bed,

and four-bed accommodations.

054.410 PAYMENTS.

The Surgeon General shall, from time to time, make pay-

ments to a- grantee of all or a portion of any grant award,

Q.....-. . . . “.. . . . . ---- -. -, ..-, -- .
.

to be incurred or incurred to the extent hc determines such

payments necessary to carry out the purposes of the grant.

O 54.411 DIFFERENT USE OR TRANSFER: GOOD

CAUSE FOR OTHER USE.

(a) Compliance by grantees. If, at any time, the Surgeon

General determines that the eligibility requirements for a

program are no longer met, or that any facility or equipment

the construction or procurement of which was charged to

grant funds is, during its useful life, no longer being used for

the purposes for which it was constructed or procured either

by the grantee or any transferee, the Government shall have

tbe right to reco~er its proportionate share of the value of

the faciIity or equipment from either t}le grantee or the

transferee or any institution that is using the facility or

equipment. The’ Government’s proportionate share shall be

the amount bearing the same ratio to the then value of the

facility or equipment, as determined by the Surgeon General,

as the amount the Federal participation bore to the cost of

construction or procurement.

(b) Diflerenl use or trrrnsjer; no(ificotion. The grantee
shall promptly notify the Surgeon General in writing if at

any time during its useful life the facility or equipment for

construction or procurement of which grant funds were

charged is no longer to be useti for the purposes for which

it was constructed or procured or is sold or otherwise trans-

ferred.

(c) Forgiveness. The Surgeon Gencntl may for good cause

release the grantee or other owner from the requirement of

continued eligibility or from the obligation of continued use

of the facility or equipment for the grant purposes. In de-

termining whether good cause exists, the Surgeon General

shall take into consideration, among other factors, the extent

to which-

(1) The facility or equipment will be devoted to research,

training, demonstrations. or other activities related to Title

IX diseases.

(2) The circumstances calling for a change in tbe use of

the facility were not known, or with reasonable diIigcnce

could not have been known to the applicant, at the time of

the application, and are circumstances reasonably beyond the

control of the applicant or other owner.
\

(3) There are reasonable asmsranccs that other facilities

not pre~iousl~ utilized for Title IX purposes will be so

utilized and arc substantially the equivalent in nature and

extent for such purposes.

❑ 54.412 PUBLICATIONS.

Grantees may publish matcrids rckcting to their regional

medical program without prior review provided that such

publications carr)’ a footnote acknowledging assistance from

the Public Health Service, and indicating that, findings and

conclusions do not represent the views of the Service.

❑ 54.413 COPYRIGHTS.

Where the grant-supported activity results in copyrightable

material, the author is free to copyright, but the’ Public

Health Service re%rves a royalty-free, nonexclusive, irrevo-

cable license for use of such material.

❑ 54.414 INTEREST.

Interest or other income earned on pa~ments under this

subpart shall be paid to the United States as such

interest is received by the grantee.
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APPENDIX 3

SUGGESTED AFFILIATION AGREEMENT
FOR COOPERATION IN A REGIONAL

,MEDICAL PROGRAM

For the purpose of accepting Regional Medical Program

funds and for ~he further purpose of voluntarily ackrsowledg

ing the required fiscal responsibility,
the Regional Medical Program grantee,

giant funds, the above institutions (or agencies) do hereby

execute this Agreement of Affiliation. And ,the affiliating

institution does hereby give ita assurances that it will admin-

ister, expend and be accountable for Regional Medical Pro.

gram grant funds in accordance with the Act and in accord.

ante with the current and future regulations and policies

as may be outlined in the Guidelines of the grantor.

Accordingly, the above is mutually agreed by the parties

to this atliliation agreement as witnessed by the signatures

of their responsible officials.

the affiliating institution (or agency), in full recognition

of the necessity for the affiliate to expend Fedetal monies

received by the grantee under Title IX of the Public Health

Act, as amended, and to assist the grantee in meeting its

responsibilities under the terms of the grant, do enter into

this agreement in support of the provisions of Sections

903 (b) and 904 (b) of [he Act (copy of Title IX should

be attached to this agreement) .

Further, as a basis of assuring appropriate fiscal account-
ability in the expenditure of Regional MedicaI Program

Regional hfediCdl progtxm Grantee Affiliate

Responsible CMicial Responsible Otficial.

Title Tide

Date 19

A U.S. Government Printing Ofice: 19680-29947
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